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3ftT3TO11RarP^Pnm, i94o (i940 ^ 23) ^ ^ 12 afftr 33 ^ ar^r^ng^, mr?i %'ipt 2, isrs 3, 
(i), Mu 15 1997 1 ^ 26 '1TT71 %r wpni ^ f^MFT) ^ 

%\, Pt. 702(aT),Misr isfew, i997%3T#Tw^f^wm, 

^ "TO Mist arf^PEj^ g4?T <4 hm*t ^ ’Mt t, M ^ anfti ^ 

aftr ^ ; 

aftr TTSTO '4^t 3iftnt 31-12-1997 ^ ^rrm ^ ^ ^ «ft; 

attr ■^mr ^ PtM iirt arr^ aftr girr f^r^ ^ 1Mt w %; 

31|q;(44) ift *H1 %; 

^ % "S: Hiti % 'ilai "Wnir^nT ‘4fi "TO^ %; 

am: ar^r. m^\< arPTfMr ^ ^ 12 aflr 33 cnr i^n 31M Mt g^;, aflr ■ronm Pnm, 

1945 ^ aftr r’i*^finRan PfMH ^iicfl 31*rfg i— 

1, (1) ^ fMf ^ aftr^mm wnft CfefPr'^iTft^) Pm, 19991 1 

(2) ^TT^^^TTOm^MlSr^ligTTM I 

2. afhP4 aftr Tram fiiHifI Pm, 1945 % m vn«feh%’q^^iq^3ftT 

Pm 122 '*'et ^ Tj^ PrmftiPsm Pm aTm:if«nPm 1 Mt ^mi, arsrfg :— 

‘‘122 :—(1) ^^mafkaTgq^t^^af?Tpfe3rvif^f^aTgq^Tr%mxiI-i3aftT^^ 

TTF "m '*<ici 1V6^ ift— 

^ ift "m "aw ^ ga: wi %, 
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(■q) T^^WJTT^twTSRrwajf^ftTT^’THTiw 

% ^UIPI, VW8KUI, f^WT”! ^ ^ ^ ^‘Rh<)l ^ 3fR/^n ^ flmtt, 

3frr ^ SR^ n^-*r; 

(t) sifMinRT, ^gH^’RTT*rRT^TT^ aMV; 

(^) aiMnt^ 3(H^ ^ ^irniarf tw % Ti,’»>fi(fl riwhi ^ ttvi^ ftRPRi ^ 3?fMyiRi 

(^) “^RTl"^ f 1^ MV'flin,^'WPSH 

’%' * 1 ^ ^ *j<i "RT fl?»t[l 'ft ft Tjr fVi^ 3 ftCf^Fftt ^>Tyftn^ft 

fiRT *^’=*51 ft W ^T?II ft, ^Rlft qfft% TII q^njTRTRlf W ’(ift’ftftm ■Rftf ft; 

wvflihiui; Tsnz % ^pftsHift ftR, Tpmr, ftff, fti^, TiftRm, ’Rft ft ara*Fm, w-aRRqrcrT-'-JiiTftam ^ h 
TRT nft^ trftftr TiRT ft) ^ ftft ^ RlTOnpif ^ TiftnRmft ^Pi?n I 

(^) vftniyi ’' ft ftftt yRh^i ft fiiwfti SRI ^im ft ftrtt vft(ii'>i TiRft ^ ■^*pf ^rrft ftr MV<im’3R?T 

ft’ ^n«T-wi ftt ft^fftr ftF^n ^iwi ft; 

(^) * * KnMm ft wffttMi ft I^KI ft <,*tn '^mhi ^*1 ’j*t))I) ft) <iftl 

fti^ ^*W ^ini ft ft^ffftf fftrRI 'Jiidl ft; 

(^) ftftftTR” ft ftftt irfftW aftftftn ft ftraftf BRI^ ft tftiJRJ’RRff ^■^*RF^Rft ftrtT?^ 

■RT*T-^ ftt Wft W ft; 

(3) w"ftft?iT^<ifftTr3rfftftnft, # ft4 ^ aftr ft, fttn ft, ^-qi ^ ft7 w ft, f*pft[ Tji?qT?FT 
mfiPTRI ft) TW <aI'1 '♦X.OI ft fttr TRft ^TMI'fl't)Clf TR qlP^tP'H't) ft; 

(3) " Mf?)wi4H 3mi” ft ft?iT w ft ftt Himd ftftt ^ mftqiR«F ftrr -qi ft i 

3. 3^fft^ftrftm 122-^ft,— 

(^) dMr-TO ' M (1) ft,— 

(i) "WR27-TT"7ia?, 3[^3flT3?WftrT«n=t '‘Tmift«lftT WR 27-TT-Rnj^ 28-TF” TIWT, aftfT 3fR sm 

'•II 1^*1; 

(ii) ft,— 

(^) "Tm28-TR"7I^, 3tiTr3fR3TWftf^«IHiR, ‘‘Tt q il ftirf ft, 28-^1'RTWR 28-V TC, 3t^ sftr 3T^T7ft 
■^JJTltft; 

(71) 27-'R'' 3r^ 3fk 3TWftr wRiR, “7?qTft*ifft, 3resq27-fTTii31^28-V^, ft^afftarar 

■nft "ain^ft; 

4. "aiw fftTTftf ftr fnm 122-15 ft,— 

(^) ‘‘3iw28-n" aftiftaftrarw^^i^Iwift^, ■3i?tft3nftftftrwFim‘‘7i«nft»rfft,3W'T28-^-JiiwR28-TTii 
28-'® Tn iivq 28“?r" sftF afiT 3TaiR Tift, ■arn^ft I 

(73) ^ (i) ft) 7*fPTTT rinRiRan ttsi 'Jiucri 

" (i) T3TrftfR) 3)Tft^RR 3^7/^ii)ti4)Tftr <J'^'’f Miiq 7371'3)7 WHIR ti'?)'flq)'l q)4qiR'j^ ft) Tlfirq f^?^(M 3^7 

oqPw'in ft) 3Ttft3 fftRI '•iin'ii, ^71 <t)4qiR^'; ft q)*i ft >7q) tbiRrt ftTH ftPlT, ^ 'jftiTiTf^R) q)4qi0 3ft7 

tftRhWI arfftipift ft fiTRftr R 7 T :— 

(31) 3ii^(i5|^H ft RITW^TR (fi(^ fftilR/ft'tRUI arrJjRfflR) ft; 31 

(73) fftfllft fft?R 7n 7t37«I angfft^ ft ft7#Ri ftr 7TT3 aiigfft^rR ft fM (T^R ftt ft[ T^^T) ft 3ft7 ^ ftt ^ ^ fttTiT 
Ruin, 737T TPJJT ftfftfftjR 3jfl7 7 =ki ft) 33133 331/31 '?7lftr 333ff ftr Pi^lfiji ft alflefRin fftdftf 3)t 33f3T '•Ii'iq)l0 ft; 
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^ ftriin, vm wjfi 3ltt tw % 'zm^ twt/^ 3<ff4fafl ftrcWI ^ 

^H«filfl «T5M^ t, 

fkrft ^ ni'^% y<^TT tin w^ '^l irt^ i 

T^t®F^TJ:^^TSFT 

^ftriwraH ‘^TTOft 

(^(#1^!) Pn?»T, 1999 ^ intM ^ Ull^ablfl %^{t^ 3TJ^lfVl M^ft^«hI^l ^ 3T5*ftft(?T f I 

5. %i fm 122 ^ **Trp^ 28-^ ^im 26 ^ ■=!’=ftgrn ifwSf, afrt aw^f % wb ^ Km: *'wi 

28-^ ^ '5I?^-'28 IF Kl 26 ^ ^ ^fTjfJlB **11 WT 26“^" 1?I^ ^ aftr 31^ T^ I 

6* ZmpT^^f^ 122-?^/‘TJT^ 20-’n^[ df^Rrm ^' 7T«^, 3W3flT aTO^f% WT-qr, TT«nft«lftT, ''WT28-’q’qTWT 
28-^ 3T3fiiRT ^ WT 26''0 K\ 26-^ ’^f arjRrfl ^ 3}^ aftr 3TW T^ I 

7. rHqq1^t^i22-z^/‘3T3Rir^^^^T3ft^’qft,Tr?^28~-qT^aq55rf^^-^T%Tn''^^ 3ti»S3^ 

'qr PiHftiflan w 

WT 28-'n ^WT 28-T 3q^|fVl ^ Mki^\ "qT KiK ^^Ml; 

■qr^ ^RT 58 % aniftq afNfti lift w Prttasnq 1Wti aftr 

arjypfl TJW (3^^l^^fl^ K\ Heflqi<*>iflin^% 1 ^#t■ qftnft'^) ar^^P^r yif^«biO 

^>*11 "^nt^nr ^ HArqiri^arr^^P^i ^ t^q, yif^qiiO ^^nq^ ijftei i 

8. "aq^T 122 K 

(q>) ‘'q?q 28-q ^ ^ ^ 3T35 iP^/* ^ aqRM ^ afrc “f^HpriPafl mm qrat ^ 3r»i\q ^ 

wmvi i(1^ KV^ tin % WPT qr rtHRiRan tiht ■snqnr, afT<if?^ :— 

‘'q?q 28-q, WT 28-'^ im 26-^ qr wT 26-qi ^ ^ ■^^ 37 ^Tp 7 T, q«nftqfti 3 T 3 q;eft MB XII lar afrt qm xii n ^ 

dMc^piJd flr^B 7T?ff % 3Tiftq ^ Tq qqf®f, ftRwft qwq tbh "qr ^41<jin qft % aftr Pi*-^fiiRad ^iroiT'q ^i<if ^ 

(^) 7Rf (ii) ^ qq^TT^"pTBft’lftSRT wf 3iTT:^iPtci qfjt 3i^I^ :— 

“(xii) m} % arqftre, ^ f^ ghwft q afrqftns (Trtvq aftr f^rtrrq) i996 % ^ ^ 13 ^ 

aifMfihPw, w^yi qr %^\ I 

(xiii) q ^ "Pf^ qrai ^ aftr q «r TiFfl^hnl qnn wqq w?H!ui vtni altr q ift w 

^ TWT^Tq^T ^Vdah TT FinWi aftvqj W3Biq PlPlfUfl TtnT“ I 

9. ^q?! t^fqqf q»t 3T3^ "^f,— 

(q») qrq 26 -'o % in^nr, arqff^:— 

“TRB 26-W 

(^nm 122 -q ^ftR) 

qrrq <q<i % % Riq^ aftT/qr+^^rti '^iqEqJf % f^?pq qr Abbi % fti'^ PihI^i fViq. Tqq flq> ^ 

iiqi<HH 3i3^P<i % q41qi<«i qq qqpq qq 

r qqiPnn ftBi m[\ t aq^iPfl u---TTrftn-qJt 

-q?t ^*^^qnqTq?T^ -WH 

q? Tq?T ^fqr % ^rqiBq % ^ q^ l nifl<si —------— d<?i qft ^ifll % I 

2 , qq (q^) qq (^) qjq : 

1* 

2 . 

3. 
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3 . WP 7 ^ : 

1 . 

2 . 

3. 

4* 

5. 

6 , 

- 


IR7TWT- 

afir ■'i^TfMvFT- 



1R?TWT- 

Tnflrorft ^ "HTR 
- 


3T35IT 
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(M) WM 26-m % wm MT PiMf^nan 31^ vm ;— 

‘*31?^ 27~M 

('Pnm 122-"^ 

^ 1*1 hI'^I Rl^ fl*?> % ’^T’MTPm ^ Ri^ 


1* -^ 'fl/TR ^ ^ PrRfRi % 

1^.R»m MT % ftrtf a^^iiR^T ”^1.- 

--TTT^lisi -----^ 3T5?rH/M^t^frmr % Rm ^rmr/^TT^t ^ 1 


2, -q^ (M^) (%) MTM : 

1 . 

2 . 

3. 

4. 

3, +l*WH "^TiT (%^) tiM, 3i^cn 3lR 3T^Mq pi*^RiRan ^ :— 

(1!F) rT^R^>WI qq (%) MTM ; 

(751) ciqi'fl*?)! (%) IIH ; 

(M) MTI (%) 'IIH ; 

(M) 7^'tqrTTT=ftRmq^ (%) Mmi 

4, 3fR 7^51 Mm ^ tMR f / Mtst- 

Shk cf*! I 

5, ---TfJI HiIh 'SfR -- Pld^nq 

qra 73T?r #GiT '?fH-% ^ t (TTfk wm t) 1 

mfhsr- TRTTm- 

qm afRq^rRwf- 

+'^ TIPJ^ M 37m^ cMi I 

ftm 1.—My«KU| HVflHfl ^fR <JH^r*F7 

-sfR "qq tl^iH ^T hRi^H TT^TM rib’ll3nfciiSlt 3^7 37^M^ ^ H^Rm 

3jftmt ttmt HR7^^( % mt srftnjfir ^ Trtftm wj[^ i 

2. —^^Ttmr TRmmif Tfft mRi inRmirtt 3fR mpw Rnt^mr 7tq3H % TWftm 

37T77ftTO^^ srftmnfNt ^ 'll M 

(M) 31^ 27 (M) ^ M^^MtRiRSRT 3T^ 37m:WTPm MlT 3 TmR^ : — 

31^ 27-^ 

(Mm 122 

Ri9hM MT Ria<«i % Rm % RtRtmRt ^ 3T3^rP?T ^ '37J?PT/Mt^rmF* % Rfl^ 3fi^qH 

1. '^TTTf..WPTM7 ft*m MftMTf 

<®Ki cjcHiqf RtRtmRt % Rm .ni(l<a*““*‘“‘*-*-****““... 

^ 3T^??H %" m^tMTT'4 % Ri^, 3^i^*i I 

2- tTC (M^t) (^) : 

1 . 

2 , 

3. 


4* 
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3. TWT (%) 37^cTT 37^^ PiHRriRSRT t : 

(^) ^ '3TTT^?Pft (15) W T^n^TFft 

1 . 1 . 

2 . 2 . 

3. 3, 

4. ^ ftfttPT ^1^4, fNn .T?pt 1 

5. ..^ Hilw ^sftr <*Hy, ........’'TitlT’^TWR ^ <rl<sn ^fW 

.% ^nifH ■^STTTT '^t %) I 

iTRtisr””'. . 

. 

Pdi^ui “ 1. mR^<1|‘ ^'^TOIT, W % %R MVIIhO sfR ifftIfTr^/lTfiTti^ 

3ftT3T5M^7'^'?W^'yMiuiMy^if4^i*fli'^iT< 1475 ^^rRrjftr 

WTT^ 1 

2 . tlci^lolTf yfJl ’SnfV^lO StR 3jlqlV % ^4RiT?T 

'^I^rn®f>/'dH3ii'^Rri®h '3Tft<(fi|R4t 4t I * * 

(■^ "SIT^ 28 (^) % ^ fHHftlRflfl TITWT VSl '^li?.T||, — 

“TrOT28-iT 
(f^T^ 122 ^ ^fiar^) 

ttpt^ ■^577 ITT ft^TT^ % Rm % Rl^ ^t5> % ■4'ni^'i % 

ftir^ 375^lP?T 

1. ...-q^ R*T?T "4 cii{|<a...■qTy >jh^ T|^ 

u. 

2 , .“REPT W 3ftT 'EJZ^ % 'T'¥R^, ^ 

tflK'Ji % ’ftrn 3T^yPfl T^t 'wXi 11 

3- (H<il) 1|>T (%) : 

1 . 

2. 

3. 

4. WT ^ (%) ^ : 

1 . 

2 . 

3. 

4. 

5 . 

6. 

5. 37351 PTT 3T3^Pfl^(t ^ 3T3?1^ ^ Wff % 37ifH ^ TTB^ W sfh/^ W % 4nc“i, 

31^1 ■SnRlfJTT ■*FT?ft 11 
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6. ..TO> (^*[11 

7 . 37 pf^n, ^ TTTff 3 ftT ^ ^ ^ ^ 1940 % 3 TtftH 

^V4if^r^P{y, ^ Tjnt^ 3Tlft^ ifWt I 

. TOTiw. 

"^FT ^\H aft^ . 

3?g5n 3^^Ht<;H^Ti[ TuPr^irft. 




3|^P<T Vlff 

1. ^ liR ‘i<i^«t)‘^f /ql>j«H/eiif^nf^if "^sff % 7WT^ iiu?«! atk ift ^i'jfif fl ww 

I 


2. a4i^ilV\ 3ft^ ^ ’^it -g^ ift mR^<( ^ aftr alW^ a^k 

TOTV^ <r^lHlft srf^TpFW, 1940 % 3Ttft^ PH^i^WI ftn^ ^ 3Rg?T "Pf^ I 

3. ^ ft>^ sfloicf'i ‘^^ft mf^TOrft aiftx/^ TOPwrft "^Ft R,Hl«i 

'Jll^MI I 

3T55fT ^ ftrftaRT ■gf^ i ^ ^ ft?# MR«*<Ji ^ ^ '^f 

arjIfP^T ^ "W^rtha ijliiT f, 

WT%37^5fm‘OiftnFrft afto^a;?g5iP^T argift^3nftw#^r qUdWn 
3ig^'^T^#-T^ifr i” 

C’^) TJT^ 28 '^ % f^Hflinafl 31^ aPRTr'PnPm f*F^ ^\^*\\, a^qf^ :— 


lWiT28-'r 

(PhT^T 122 I? ^RaO 

w ac^T^f % ft!b4 ‘m ftfinh aftr 

1, .ftsmniOo. ’^^nrft 

^ 3T35TP?T . 

2* .^ PiHRiRan W <Jriiqf % ftfPfRH, ft?hH ’^TT fi|q<wj 

3, (R^f) ^ (%) ^ : 

1 . 

2 . 

3, 


4. 

5. 

4, TOiR (%) : 

1 . 


(isr) 

1. 


2. 


2 , 


3. 


3. 















8 


THE GAZETTE OF INDIA : EXTRAORDINARY 


[Part II— Sec. 3(i)] 


5. ^ ^ % 3t#t ”5^, tsrt ^?qp?f % P^PhmK "^it 

'^idi % I 

6. 3T35TP?T?TT^ha..I 

7 . ^ ^ ’ 5 fRff 3 frt 3 lfk ITOT^TT Tnmft 37 ftrfTim, 1940 % ^^HTR m, WT-Tm "qT 

'?T?ff % <fpf) i 

^{[(tTS . 




^”^’4 3Tj3lT TTlftro^ 


^ Wif I 


1. "TOT 'dATit^l n^tiHlui ^pTi^t ■^RTT^ff I 

2. ^ ^{% ^ IPJ^ 1?t ^ ^ Wn ^^5I^tfeT ^qftBlf ^ ^STTlITn 3ftT tJH 

^IHtfl ^rf^Pi^Hj 1940 ^ Pl^PtCI 1^fn^ ^ l^^l 'JTI0,^11 I 

3. ^ 'qftq^ ^ a^^im TiTf^T^Tft ^ Wti 

fW)<Hi ^^TP^nr i 


4. 3T5^ ^ 37tjt=T ^ T!R Tift fti# ^ % Tlf^^ ^ ’qft^ ^ ^ ^ITT THT^T^ #0^ 

arj^rpTr ^^nV-i'^Tit 'snf^wrft RiRan "^f tjJ^ ^Vif i % Tif^^ f^41 ^R^icfn ^sFt ■^ttt ^ ^cfnR 

"TO dTpTftl f^TTT^ nRc^rt^i fflni %, TftT 'mTT 3mRT TT^ f^lRTTTPT THT^TT ^ii<Ml, 'PFi' 

TWT % ’^Ph ■yifV^iTft ^3|fT/^ 3T^3rtr^ 3T^iTt^ TITpT^irft MRqRfti Tilq^B ^Cll *^4 % 'tin "Sf 

<yrppTT^ l‘* 


5. "3^ Pl-MHi ^1^41 ^ MFI 12-13 sfrc 12-’n % TSIFT ’9T PimTciR^ TISI ^HT'ii, : — 

XI 113 

T3^T ^ 3^i4 sflT TT^TFR 3ftT/3T T3^ ^ IqPlMl’Jl % 'f^FT 

T3?T 


■3T. TTRTTT^ 

1. sftr ^ ^4 t^tp! ’^ttR^ft"pPithci, Ti< 41, in ^4 ^ 3TT^7T®^ii3iT 

mR^^iI 

2. :—T3n TPc|iC:i4 ^#R/iTT T3^T ^ fqri^Hi'Jl %RnT RpTT '^TFTT (f^^ "^STT^ "^T^) '^’4t ttRl 

R Hfir4^f^"'^iy,Mi (t^'^mt^) a^tr t^tt^ R ■ftrnr 

^ TT%) 'S^tr <i^4 “^fterj^it, ^FhmI 3^frT nPt^^f % 5i4fl ^I3n '^iiy^^n i ^^4 "^r^t 3Tr3TiT3> ^ tt^^rt, tPuht sftr 
site ^lefl sTseit o^^tstt ifPft i t=t ^h 4 3>t "^PtR ‘'trI T3?t tPjRitt Rfpn 'Jim( % "nr t3^ hw 

3?f RfRiRte f^iiTT "^sTRiT i^, f^^tet, 4 Ft "^ite irpii stR Tim list 4t^ ifWt i -iiPn^i airor ^Jt ifpft sfR 
"^nFI ^ Tft^ H^ri <»id R tWIRtcT fjt, TIi5'-r>’i R '3FTTT *> 101 ^ % Pi^K^i % RtR 4>4t "R ^tlP»io ^Rft I 

3 . 3IT T^TT^n, H? 5 ' 11*11 '3^ttT :’—*ii4'^i4 ifT 4*1^ R ^*4 I ■i^ "^RT 3T4t 4t 'ST^ft^^T ift, 

Tqt3t5 STT3T31TFI, Rnt^T5I^ sfR ^TUte ^i44 1 TTI^I 'StR 3^1 H*i(ki, sIR ‘^pT^^TSTm 

^ I 
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7?. wSf^ % W ■gferm :— 

PimRiRsici ■%■ Ri^ fTlMi :— 

(1) f^lPFf^ftTT '9^tW % ’^^RTT^^f % Tf^FF^t^T^ 3?^ ’T^pTT 3ft7 ifRft; 

(2) WTTOF^ (^rdl:ltf^fl); 

■ (3 ) <«K7 Nci^Tv ’PrPfHW (niMHii 20° ^ 25° % ^fl"^ 773% %r R^) T% ^TcTJJjf^FTT "ftiTjT oqri^Mi; 

( 5 ) TiPT ^ TWf 4 % '^^ it\^, 3 M 4 vI, H<r)R^i, y 4 )M!^ll«l (^ItlliJljRid); 

( 6 ) 

( 7 ) (wjfftm); 

(8) ‘»TOR-W-3rfq^ I 

fiulUl : — (1) W ^fiWf ^ ■y^ldVlKII 3ft7 ^ ^ ^ ^ 3^7 ^ 

% "% 3T%8in^ yif^^^tiiO 3ft7/^ 3H^Hi<;'i<T>nl ’SnpT^i'Rl' ^RT, f^f77%>^ ^k'^i Rh'^ 

^ H<=t>cfl %, 7|^ 'Jl'M "R^ftlTT 3roRn^ %r37F7^TT^ % 3?^ ft'TPfl TTT^ TTPjft^ R<^Rl 

■roRwn 3?>c f2Rt?fRFT-7T!r ^fi\ 

( 2) <^1(11 'JiciHM ’fcn <ni^^ii Ri’H'fi "3^ <«Ki 'fl^fi' % 77%^mvt^ 7731 ^ I 

% Pl*-^RiRan Niq^il %)' 7WT TT^i^Wt “pW; — 

(^) M^Fm 3iftTO% f%f7T^ TTO % RiPiR^i 

(73) 7^ TT^Fftftl^, i%T7T%i'"'TO— 

(i) %fferit % TTT^3fRy^37T%T^RTTl^ 3T5'R7 
7%^ 

(ii) (T^R M,r:i % Hb^lni %i'7?mTdd 3fR/^ 15 ^^ %’’T^t^iFT3iT7^^ 3T^^7^ 

fferft ^ %v=?ft7T TR^K 3T»Rn 71^ RiViK ^ "RBI^ -jURT f^R^rf^TOT^/TtRTT % f{ I 


(^) 

(^) 


(^) • 

R%%QiT3i' (^3Tpi 7dd ^13^ ^ RiPihI^I ftrm ^Tdl ^) huh-^ 

(i) t^FTRTT^ft (’Q^T 73:^7 ’^t) % toft % "Rm 73^ '^337 PhhH 3iT T5: RITT TsfiT ■^, ITT 

(ii) i)ffe«+>W ( 77 R 77 ^^) % fekilHI %7TT*T 7^'ERipf % ThhIui ^ ^ 

toft ^ to^ftRT 7773^7 3T«T^ 7T^ 7T73iT7 ^ ’SIT'TT ^ 


toqUT 


(1) cf^rft^ h 4^^73> 3fl7 7^ ^i«<n 3n{ni 3T^^T^ 3T%Qin7t <;^ii %, ^ 

3fWfei 3ft^3T^TT7RT RIMift (TT^^RT) tolR, 1999%r3TTt^% 31^:^144’SnfU^TT^t 3^7/^ 3T^5ifM 31;JHl<;d^7ri 

'STffV'tilfl gKi 3H^HlR;n % 1 

(2) ^iufa l RW TT^ d^4)4ft g^lf4ah1^ 3ft7fOTT%^%f, TTRTiftF, iip i Pl^ i ^ i ah 3TftT^^ 

(3) ^ 3717^11^77^ 15 )Ml f^ 3 tRt 1%73 %> 3iJ<?iT7^T 3^7 <«W ^fPtiM M^Ri"% y^^Ki 3T^ 3TT^PiqicfR TT^i%t^ 

^ ^PnRf’dd 3%^ to thur, ^srui, w 7T«n toiT^ % Ttofertr 7 ^ ■Wftn %f 3i-fl4Rifl ^nRto 

^TTPto ^ toR 73TT 7% wf % toR ^ RrtorW tI^mh '^istoft % 75 ^ ^ TTfifite 1 1 


‘^9^qi/99<2. 
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THE GAZETTE OF INDIA : EXTRAORDINARY 


[Part II— Sec, 3(i)] 


'spt ^x\H h*Ri 4T % 34qj|n ■^3 tfp7j Tsft '3^ 

^ 3iiqqfq.^ai3ff 'sir^ ifprr i 

afk'^f^ 4'qici-iT%aT3W^^ ^riR’qa^iT^%f^MRwT^WTr3tk^wi«ift«m^'^' <<ai igRprraif 

aifi'lci RiHRiRan 

(1) ^Tfnarjt %" <iH^'=HiciT %" f^TR afR c>qRRi4t i 

( 2 ) ^ 4wc^ ^i44RfT fsfr<^l«hni^ afR '41 Rsih Ciiniaff Thi?^ I 

(3) ^ ^ ^fkH ^ h^^rui i 

(4) ^^ ^3^%^tPTfT % t?Rh ^ antfir^ wr MR^m q ^ t, m<; i Ri Rrt tcth 

afR w 

(5) % Riy, <icmi4i aifR aiRiq)44)1 % "R^RRi^ 'H'Si^’ji, % Rm ctqq^^i i 

(6) fqn^'^i ^ Ri5ir>M HRiR ^ ^“510^ I 

(7) % PiqK^i % fi?T^ afR a^R ^RmFT, ’qrtw 4 tr^ afR f^Rirn i 

(8) aftr >4ai'jj ^\Rh^ ^R4Ri^ ^T4t yR+i^iarf ^afR’af^ Pi'^r<H; 

(9) afR aRT r^rnRi^i RftF^ait ^ 4^l^rR i 

(10) RimRiR^ "% y<RiRT a^R oqq^i — 

(1) ^ ^ ai-’jMydf^ atR/^ i 

(2) rT®lT afR/^ % 4we‘^i, tRu^tt a^R 4^mnT % ^fRpT "STJ^ q <^41 

■y ; — 

w alR'TO^ ^Ripn, "^apT, ajfR Ri5b4yRifl<‘Ji^^i5'iw’^ wn WFafR^fRF’RRi’RTisrT 

'4i^n[ afR y‘t>K <yt '^im.^ii a^R ar^afpji ^Rt^N-icti l “RH^ yRtiqi R Ri^f4a 

aTg5^R^aTnm^’&%T, alR aRmf^t^^si^ 

^tT ai^Hici'1 yfiRfqri %" Rm Rtjqi *ni % 4Ri "R yqiRlri Rriqi 'Jink'll I 


aH^<,Rn4 "4 Ri+^lciRan aii^friql TfF 

I^Y^ci afR 3iRiiRtin fV>^i ^itr^TT 

: — 



aiFjftT 

aii^filqi'i aTT^ftr 

1 

2 

3 

4 

1. FFRPTft^n^ 

STTlRfRrT ^ ^ 


warm^ 

2, 3T5!ftrda 3n%^ 

mRi alR ciiH ^ 

anqVi yRiR;^ 


3. ar^%^ 

— 


arr#^ aM^lM "4 '^,'htp^ 'm 




tHHiql'jn % afR 




^ ^?R 1 

4. TIRPMcTT aPT%^ 

— 

— 

W. W i4tiHl41d< 1 

5. ^-^ifcii ai^RJii 

^ MRtJfml ^ feg 

a^rtRl % hRiR;'! 

— 


^’^aFT 



6. F^RmlWlT RTZT 

t1l?l't^*lHl‘Cll»jRnH HM"^ 

■aq%T % mRiR^'i 

— 


^ f|'HBh)«fifl ^ 





[W\ II—3(i)] 
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1 

2 

3 

4 


3rfnprf^(lT ft ^R®d<j>n 


1?:'Mm m iflbHliflil 

8. w 3TniPT "gf^ 

^)C1 'IR % 3TmPT ft RPFrftgnT 

-1?^- 

W 3Tm7W 

9, 


~^- 


10* 3TRoT^o3iqcTlot)'i flui'w 

-^- 

-1?^- 

-T^lft- 

11. 3TT3plft^ (W ft) 

-■cnft- wiW ftr iriftiF 

-^- 

12* ftn 

MR»niHT % 1^ PrMf 

JM^FI ^ TIlTim 

W 3TF17WFRT 





13. TPitwreTf «iiqWto 

— 

— 

31Kf^«F ft 

14. vroWtST 

— 

■rRrtrt 

— 

15. W 

+11^1 hRuiwT % Rnn '(.'W ■?! 

WftR%3lf^ 

3trPto <ihm1«i ft sfti 


3imn % vnr ^^ 


WRIT fti 




^in HM "RT 31TR7TR % 




3TqH ft ^ \ 

'^, TF^PT sftr ; 


3flT WH ’df^T ■^fnt't ^ftr ■PRtWTT: 

(■^) % I^TT^ 3lRlf^n T^ ^fftr T^ % H»-M^ ^T 3?TT^ Tf^FT "Pf^W^iW 3!fk ’dTllH "5^ 

^ ^ ^ fijFTT "PF ’37^ ^ VIPMH^WI 'SfpT^ TI'M I 

(n) ^ O^-rit if! P^^^i^^7ll ^ -^1^ ■flftf trPt -Rfr^T '^iiy^Mi i 

(^) I'W ’^niTw"% fn^, 3 trtPi7t 'id %, ^ fcm. ^nft -shI^h 3ii^i'i 3h}i(\ tiiHi "^^Pr^nsf nm 

3F^ T^ "Ff^ I 

(^ TI?^ ”1 3TF1H 3ftT 3TF1H, ^ ^ ^ 34^1^1 ^ ^ 

%I nd^tlT^cri 'iHqf?ici fftlit, 3ftl ^TOFTT^ 314^1'^fni %“Wtnf^ 'ft tfP'Hftin % I 
^?t^ ^ ■STFTT ft, W "3^ 3TFirT TFlPT 1^FTT 'SlIM.^II 3T^ ^Tp; 'lift % ^ ^lllT ^^711 ft lit "ft 1^ ftlTT 

'>lli<MI I 

(’^) Pi^^IVifisia 3ftvilT Pici4l % cii(i % mRiPiPt *i*l^'iJ Pt»ii^i ^ ^pitii 


Wft % ftiR, RH«b IIWR UPhRI 1ftftP?TOT ft ^fftlT HcRfqt ^ aPH'lR 'Rl pRlfftlT ^ ft 'RftSiTT ^STT^ftt : 

ftft^ 3ftT fftctq 

^ 311^, ■pnrrJit 

■RTR^ftift fftlTT 

TRRPT % mRiP^'I 

TR7T 'MgjfR fftTR 

’1^^- 

tlfjfcn 

-'^- 

fm ■aftwror 3ftT 

-■^- 

^rgjR^tfti^ 


^irgRT ftt^ "RftOT ftft^ 

TTlftR) 41W1 

3R<ivl fttlR ftvft 


H'»II?R 

3Mftn ftf ypik^ 

T^osn^oifto 1 ^ftr II ftft^ 

JRRftT fti yfWftR 

wiFTTFrft^ 

^rrPt ftr'nfiifftR 


JMRtR ftr yRifti 
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THE GAZETTE OF INDI^ ; EXTRAORDINARY 


[Part II—Sec. 3 (i)] 


T?. 'SI^KrR TJftPTnt : 


RlRan ^FTIxf T^Sft 3fk ^imihI 3^k/ 

■qr W ^TTTPFT, ITHTtm qftw, ^ "qT ftTR^I ^ 1 1 Tt# 

qnfifqit ^ ^ iW l 'RH^T IT^T^ Hfihqiafl ^ ^ iTm-TW fp^#TffeRT Mt TtW: 


(^) 'qrm qft'Tqgqqm qq 3ig?RT 

C^) qRTT 3Tifqr Hfliyuif sftr ■qrqf % fq^iiqq q!t, qft qq ^rqvnTq q^r^ qjRqr iff qt qr 'yfihqr % 

' ^ 37p^q>qq 1JM qt f, yfiftqi ; 

(q) qq i^qR q^ % ^ ^Ik Mgfj i qt qq wftq f^RT^ Pl4^^ Tl Tqq 3nqn qq 

'Srf^iqqiq ^rr^qTTPT i 

(q) qmr ^ qqrr?? (qqqqt) qJt qift ■qr^wr qqr^ qit ; 

(30 Tqq TmiR qfiFqr, qrqr ^ f^ qq; w q»t qrqr qrt ■qift ^ ^ ?jt q^ ^^ql^qinqi ^ ^RqRin f; 

(q) Hcf^qT qr f^ ^ WTT^ ^ ^fUifan f; 

(^) ^tqrqq % ^tqq w ^ w ^tqzqjf qr qt^ q4t qfNnq "jq: qftw; 

(q) ‘^fqrrq ’'j4 hO^i^ qirt q*^ 'W]^’qqrqq % 4l<i*i qjqiqqif Tqq qzqrt qft qiT^jq q^r^ qft oficfl 
4 ^[qt^|pHqi f ; 

(^) Qicii 3frc qrf^qqqrf qfqftf>qT37'f %■ qqq q^r^ ^ l^rq qf^p^rq; 

(^) Tqq 3fR qq^ qzqif TT^iT ^ f^ qjqqH qrqqrq frqqiq M^Riqi; 

(z) 'BTPqq <jrHi4l Rn^ 'qqjRr*^ sTqqTq qrthsft qft 414^, qftr q?l^ 

Cz) qf 37qqqqT qiT^ % %q; qrqq^ qqr qifro feqT qqr iqq "jq: irirt ’feq % ’ftrq zqgqq f qr qiff; 

(■ 3 ) w % Tqq ^ q^pqi qr Tqq qzqf qft 3^t^ ^qqq qr^wu qqi^ % 1^ qftrqrq; 

(^) iqqf qqqw, "^tqrqq ■sfl^ '^: ‘^rqqq qqrqf ^ftr ^ f^rq qqif^r^ Pt4^^i qfifjqn^; 

("q) zqrqiT zfR ^TTnqpnr % t^rq 'sr^^jf^qf qftvqp^; 

(q) Phci zqqft qqqjt "qrft qpcqr, zqqft ^iq sr^ T^iffqrq Riy, 

^®(ci <?i^ii^ q>t wfJhMi'^ I 

(q) v^i^i Rfwrpj ^ ^qPrrji qf% f^Tiqi ^ qftFqn^ f^R^f qRir qft ^iq^t q?lftiqq^ qq 

■jqpftqq yrnfifqfl q?T^ % ftiq # q^ Y^fqqrPrqt 4t ■qfrqfeq f; 

(q) "p: qjqr (qqrqr jot) xtiRMI, qt "fiqrt qiT^ qit qlq ftjqr qqr qfiFqr Psi^A "^qqqiTq; qqt^qq, ^If^firq, q^^^nqi 
'ftf; 

(q) ipT ^ ^icqr ^ hi^Pic^■ q'ft zTf^<?i<sif qq 3if<iH 'jrqiq% ciitiqrq^q> % PihI’^*i qr 

fta<ui ^ ■j^Rr^TtqpT ftfqr 1 "jffqFTtqR qr 'j^PfFftqR qq q?t^ qrq, iqq ■roiqq qfta^T 3fk % 
^[|qq qr zr% q^qiT^qgf^ 3(7qftnif qr ^ 1 'Rr^ft znRqrftin zRjqRr qr arq^ ■prPriWf qjt ^jcr qR% Iq^ft 

7 ?TTZ qr T^q^qr qit aroq^^qn qit "^fq, Pt“^4 a^ti arjq^ff >)i4qnfl 'ft TrPqftfq %, qft ’^rq^t "3^ 

a(ftW^aq ftpqr WTTI 

2, ^qq qqr 1^ qffeqr^ "5^ qjq ftf afqqfif^ artfifirq "ft yti^iq if aftr qrq ft q>q zqft qrztr ft, aijjPqqrft qqftrq 
qrqqr yqpHH qfifTqraft q?T zqqtq qftqr ft^qf^rfisq ftqqqf qft ftT?R?iqiiii 

( 1 ) ftqr qBiPn^sfiiMq WRfiqii 1 

(2 ) TT^ zT^inqq qrftiqiTft aftr %q(tq airjjrf^ afrjqt^ q>qf qrf^cnift % afryrtqq ft*' ariftq Tfft s^q ftqqft qi "STfeqr 

qw ftfqit qft I 

TqqqPT ftr ftrq qrqf^: 

1 , zqq^ftftqqq^qrft qiqT^tftrqtfVqq>Tftfftqrqpfq5R,qq??flftqr'^®ifftq, f^fqftrqqrft afiflijqrTftfftqrqifttqTtftf, qrft 
ftrftrqq, 3RTqi^, ftqqf aftr qi^iqit ftr ftr^F'Pjqt ftr fnqiRHqf, ■Pronftqf, HHfftq) qq ft ftq wifftqqf «flT qft ftr aq?ft 
■®rfftq4f qft TqqqpT qrrft qft a^jin qift 
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[HTH II— 3 (i>] Him ^ 

^’T’^ <®w^n ^ Hi’19'5 ^ ^ Tit ^TjT^ ^IT 'H^'fl I 

2 . T^^T^PT % TRf 

(1) JRT^K’JI—^^tPrT Tftn '»TRT'^* W ^ ^ ^ ^ W 'VfWiR 3IRf '=nff ’'ffW I ’QTTT 

Sfftr TllORah "W T?tnT W %T^ WHtfWf ’stPwT 

■qr^#niT^m ftnl^Ran ^:— 

(^) w 18 60 3TT5'?7^'^’#TT; 

(75) WT 45 PhC^lillM ^ ifPlT; 

(’T) <5^®m nl^Rf^ ^ I 

(^) 3?hftT ^ ’Sfgr«PT ^HIHT^ 7^tHT3^f % 'ftTR 1 

(^) 12-5 I 

("n) ^rfTT7ft?r7WTftn^'555TfPTT; 

(^) 7^ ^ 'g^W ifPTT I 

(’^) ^mTT57f ^ ^Ri^m <3nH< 

ift 77% ( 

(^) i;T?TT%t ^ ^ ^RIT3P7T:f%t^ W^T%f % 37p{t tt^ ^ ITT WT 

1%^' ^ -5571 Tft I 

(2 ) 75TT t^icii '^if^iR.qq ^R^TTTT^ :— 

’=ft^7ft-T<77TM%77W(l)'^ ^R^Ran 37T7«m%t a7^T%t 47HlP7T 

oHpw <<WT;n '*T!ff '37^ ^ W x^ 3PTiT7 T^TTTT T5?T ^ 77^5^1 ■=TTjf I 

7717^ : TTRP^PT^ dTlW^TH 


^wnt 


arwn ^ 3T«rf^ 

(1) 


(2) 

(^) 

'T^ftriTT 

e’TO 

(^) 

^<ui ifiT 

6 ^1^ 

(■n) 

■^TWftF^ 

12-FTT7T 

C"^) 

aii?)ij5 

’^TITT 

i'sr) 

h^R<)i 

3 "TO (WT^) 


3ft7 7T«7flh ^ TJ^^nin 

3'Hra (aqwftjp ^RT) 

(■^) 

■nftrTT 

6^ 

(^) 

'3R7^ 

'5T77^%'’77^T?^12 

(^) 

TifftwhOT [f^, fi^R<TI; ^3TO, tjjtttti 

5it«!jfm] 15 % 

(^) 

'3T7T% "^ftT 


(^) 

ft ^ TTTft ft "^itV "^FT ’'jft^JTTTTT 

12 "irra 

in) 

TIRTOIT 'WlgftlH 

12 -Rm 

3, "^friT <5R^Ran ^RTft 'ft ipj TH^f^y 75WH ^ %W 

%f^ 7^ ^Rtq ftf 7W yn^ <^'n, 'STicilq^ : — 

(^) 


(■?) -R^—Tg%R ^ RpiftlT 

(■«) 

WT^ 

(’5) (ift) 

(^) 

WTTiTT^ IW TPjftPTT 

(^) Tp>?itv 

C"^) 

W ft Tprft 

(■31) Tj;^ ^ ■g?n^ wf^ afR 
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THE GAZETTE OF INDIA : EXTRAORDINARY 


[Part II™Shc. 3(i)] 


(3) 


(^) fwft 
(^) ^ 

(?T) 3^: ^iql rc(°hff^ 


1. ^ '^1 % fciu :— 

(1 ) '^roT ^ frf^ 31^ ^fp; i 

(li) mrcJ^-T ; 




(in) JH)Hi h1 di ^ 

(n ) 

(^ ) 'TOftjFT 3f|T % ■'J®W ^'SPC^ % f^TT^ ^ teTt ^dil'5 71TTRPT <<sn ^^TKTT 

% 3% T^T^^ ^ 1^JRT^ r5^"l<id ^1^ PFFWte, Rchirfe^l sfR ^ 3fR f%T^ % %t^ 

(^'i) ■^KTT 3 Tr <si°ifi STT^^nt % Rw R^Hi 

(i) Pq^-H^ (TTrt"^ 1.053) 

(ii) ri^+il-^a ^3|4 afR STTT'^tlt^ 

(iii) %wft (T3M.4^96 ^ ) 

(iv) 


(^') ^it^l ' 


3. 3fK "pt^ % RliJ : — 


(i) e^TTfrft^T 

( 11) wft RrPT I 

4. T^3n^'%f^: — 

i'^) 3tR. ■qTf. "qr./^. ■^r. % fRRr^w % ^t^rr TRt^ ^ th) ^ 3h4h 1^ 

^M^ll I 

{'^) "qf^ fq^'pPT pl^^il'^O ^niM ^5^ Rtr1RtR3TT ^'Imi, Tjnf 3Th/^ TT'ft 

"WT N'iohl A^tRTT '^PiR'^ci "Pt <-l^ I 

(l) ufeH I ^H •qr ’-hl^^ T^f'SHIjH—('^ 'tft '^-l ).—100 

pHnlHldi % fW3; 14 fwWto 3T^WT TtTT I 


ftrUTJT : — 


ftnirtTr : 


(i) 


(ii) 


(lii) 


w ■'i^ RfiCiRi % ii“bM/(j))]'I1 /fl14'j 4 I/'«iw wii?'J| % wiW f^ ■grr^ ^ ■'ft. ist. 

T^. ^ mr ■^ran % i 

3TtW ( '+i|*{lHI % ^*T ■^ ■^ ■^) 3TT^. ■^f. —100 fir. #, TJRT 15 

3rifi(Tn ■^1 

■^TTr^ohpJi'fii'Srf '*Pt 42 'Hsififl '^IT^ «a^ %■ •il'^ f^l^PR1^. '^. i?*T-i ^.1^. 

srr. i3:?T, I 

“hVii 'Ni >ifnt<ii'H*ti ftici'H4 3i^?iPfli4Kr (oif^^ilni % sftr"3^ <,«td ^r<h<il ''R, (jiH^ «'w 
f«(H»-H TCTT W t, "3^ hrH^ffll ^ ftvt^'T’l IPT HHI'4Hi| f I 


(i) *ii+4li, ■’^ sftr TJI^ 3 hi'w 1'J1'1 '•'■si. 


5. 



[HFT 11—3(i)] 
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6 . 


(ii) 5% ^Hl-^ ci'^'^ri^H 

(iii) ^ f7#jt #( I 

(i^’) fi^H '3T^:f^TTT I 

(^0 Q,'S<iPici, 'iVi'^'iifci'l, ^ ^ ^ 

(N'l) 

3W?iH : — 

( 1) ^ qHH^PfH, fFTThF^, 1^, W, ^ I 

(li) %Ttf^—1.25 ^'cilMldi r-riHih'^ wr ^ i 


{ ill ) "TO ^ TT^ ^1^^ I 

(n ) 

{y) TTH WTT I 

(m) 

(\ii) I 

7. 4-’11mVIIHI — 

( 1) % 'H^R^ % 1^/tlTfv3te^ -Wl ^ T?: feft nznt^ C^yRTT/T^ ferfT TW ^TTTn 

% '-Ai f'l'tnR y ■'37^^41 qi^ "fepifr^ WTT ^1d< I 

( 11) aftr ■?Tf^ 3 TFr^ 7?^ 7?r%7T TJfVTC^ff 

Ciii) "iH'H^r^cl '$777^ HI'SM 

(1^ ) w^ f3\rm ^ 37° ^ 56° I 

(^■) naf)Hli6' ^ ^ Ti^ ^TRR I 

(M) TTFf pRT^ Tri%7T STRm i 

(\'ll) % %tr ■ilir’!H°h fAlm I 

(\ iii j HPl=6l3ff RT7 % fi^ T^xr ( 

(IX) Wi]^ 37m7f % fRRfm arofer ftr^ i 

(\) f^(RT^) 

( xi ) %7 

( xii ) M'H^ 37R:m ^ 37gRm ^ ^ ) ( 

(xiil) 6 Rt. ^ 50 ^ STTO?; % % ^ITTO I 

(\iv) 

(-W') 3TRRT^ ^ P-M M ■'77^ I 

( \^ i ) % ^RFTH ^ RRivT 7^ <iH^4R ^fR ^RTW I 

(w'ii) 3fiR ^ % RPtqfH %fm ^titt 10° 

(xviii) I 

(xix) 

c XX ) ^!TR^ T^fTPlT 

(XXI) TTPt afrr qpitri 

(wii) (^TOT ’TTt) I' 

(xxi) TifpfRren’^r^, Pn+iA 3lh: rTPh irf I 
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THE GAZETTE OF INDIA : EXTRAORDINARY 


[Pari II— Sec. 3(i)l 


(3r) 

( 1 ) ’'TTW WT TPJirT TTftl 3Tftf ^ ^ W f^T^T^Tf ^ TTPT/^nT ZT^pFT ^1^41 

317^ fM^T=T ^rnr ^ lyWr ^ ^ ^ yg^abcii ^ we 'hw ifpn i 

(2) 3^ % ^Rt^' % ^ ^ I 

(3) '^TPT^*^fli541'i ftriH ^ftRH) 

(4) HRn-ftPlf % Rii^ 22 wRi^m 

( S ) ^ 3ffh; T^ a;?!^ \ ll % 'Of^ETT '3TT^ "Qi^ ■^rfhiTW I 

(6) MHl'iiifiicii ^ ori<^ % 3?R7 'JMK°r) I 

(Z) 

(1 ) W <5Tl<c^lftr^ TETT ^ ^ WT ’^TTTTf^ TP^FT f^ 

^ «^<3hK ^ s^BftTftrvr 3?^ ^ ^ ^ Rrmit % 1 1 

^ ^ PjiQ. ^ ^ Td^r^j ^ "Ht ^-^0^ M<*bK 

f^PiP('>i TrqtTTT^^tf ^ -qr 3Tq4t yqViviiMi *b<iij,Mi i xt^ Tftw % hR'jiih ^ ^rf^RiRgn 

I 

( 3 ) W ^’qTJRT "^TtV^ wRl'^H ^ wfP4l% T^OT ^I^MI 

H-O^iiPr %“ hR'^ih 'SrrqR % qr 'STf^RiRain ’^ttt^ i 

ftrquT: — 

(q7) qpTT^if % iqq q^t qp?^ a^tr '1*^41 q^t ’^TTxt i "RFit qq^ qfrxfiiPT fq^qr 

^sm^TTI 

(xsr) ^rnfiRia wq^r^ wr tc w ^ jj \\ 

(q) iqq aqqq fWt Mt qqm ^ 4^Iqf^b^l q^ I 

3rf^l^X5r :— 

^T^^rf^qrd ^ 3T=q qpff ^ ft^qfhRsnr ftftrfeqi :— 

(1) ^cW<Mi ■?rMqpTXT.wwqqitqRt73, wqiTqH^ qm WfnRrw, ^rr^ m, 

qrq, fqfq^tq qxt^, xr. qfl* 3pq fqftrfreqT tt^t qfin^qyqq qn q^ qTTr q “ot ^Eft qq Rnti^ fErq; w\ qpT ’Rptt %, qn q^t 
wP\ (f^R^q^/yRiwm) #x qqr qqrft fqR+^rqi afrftiqqft ^ i 

(2) 3ftT"^TT^ q^iohl ^*41 qPT ’XT, 'XTTRFJT q)t ai<l<3i, 'HHiPki qJt TTREsT, ’RrrfEpfteX 

qrqi, '^3Tt/3XR "0;^ qT! irq ^tt^ ^ ii qftpfeqf H^Wm, qP^^qrtjrFT, Tin qftryn, #c 3TfqqpRT 

qfq q5t^ yR'JiiH, fciRiRd^f TT%q wq^qrq, arkw, wTtq^f^’qrfrf^^q^'xpM, Erftqqr^^ 

wi qzqr 'sftx; qqrxt RiRtiwi ^rfVqnft % i^trtt^ ■^qqf^RT i 

(3) t^pEr iRii^X :—‘mfFga^E T^^^rt/arKEqgpqqiqr, 

y i ft^ghni q^T qpT 3i*R qqr. qrPnqRif q^r ^xnjF, ■^jEth/xtw, qR ^^fqq 'Rnti q^r ^4n, TNnqr ^ f^ ^xt%tt ^nqRia ffint i 

(4) Ti^ 1^TR 'HT^ :—qTnq qft qrqT, ftEti, inPqqRTf ^3fRqq^ qnR ■cqf^ % 

WTWI 

I^I^Hni t^-q., wrq^qr^^q^^ 

I 

(6) ^qqtql^qi?; iRhx^t : ■f^/ft^q^rqm, #qq. sfR xHHirki q^tq^Es ^fR^qqEiq^t 

Olploi *41^ I 

(7) ^ Tqq qq>q7 %qfTq V&'q^t w qft qnq-^f^ ftEti aPOT qR i 

(8) yRr^f^ wRifcqi arf^c^o i 



[HFT TI—3(l)] 
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fi^'-'i:—Hi*^ '3^fV ^ I 

^Crf) ’’7T ^rl'1 Pi^^fciRsin F'^RffRcMi 'ST^liTT : — 

(1) f^rftpe WT ^ ^ TTC ^ ^ 1 

(2) ^cw 3[^"^TiTMni I 

(3) ^afT^3iP?T Am\^ 1 

(4) l?viT^^TW^I 

(5) ^ ni<l<a, f^^ofil 7^ Ri'^r 'JfKlr’t 'Sfk ^ ^ ^ ^ ar-fl^ I 

(6) ^ ^^FRi c^«1c 1 ^^IHI '^ly^'ii I Rif^TH <4RT ^ ^T^^rf^TXSRT T’T^T>T 


<iH^Vi ■fe^lT ■^JTTQTTT: 


wt 


ij] 

'j^ii«ii 


mR'JIH ! 


WTTl 


I 


(7) yRi'^'1, 1 'sfR IT ^frc *i?riRqi '4T^5 tW %" Rn^ ^JiWr 

( 8 ) 

(9) T®K1 "WT Pl*1ll'4, wRl W*c;cti 'SrjrflT ^fffl^lCl I 

(10) 'IFT XII 75PP III ^ ^^TTfafeTT 2 felft ^ 6 feft ^ Wmi 

(11) aq^iu| t:^ ^fTjtTRT ^ 3TTt^n ^ yirki^flf wiW ^JrrqTTT i 

(12) Trgl^ TTWH iiiRT ^ TnfWar ^ TrfePiw ^ t%tt % wSW fen ^ymiTn i 

(13) '^<!rfl 31 '^cf^ nq ^hhVi ’Hffi R^qi 'Jini ■qiRi^ hR <5^^ ^^iIRiRhI^, ^*q) v^hI RT^Tfrrnl ^ 


(14) ‘ *'^^fer?fnTRTT” ^ "nTR '^RtT ^RTT ^HqRM 1 ?Ht I 

feM : — 

1. ^ ^11 ’^'j T^ "fer^ fiPiO t 4^ ■??. (5). (7), (8), (9)3^k(l4)T^^ 

2. W <R5T^^n ^ t^^Rn ^STTlt^ I 


^fqi fe#lfeT ^ 3IT«itfeT fen ^ H^Wl %:— 
('^) -ST^^RT’niH "RTf^ 'TOT"^n 
(i3r) ^i ^351 *<1 ^<"=^ 1^1 
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IK 


WT TTWn -qftTTI t«PT af[r % miW, TTOm 3^k ^ 3TgiiIft?T TTejT t sfR 

argjrm nrftm^ afR "STTwr^t ^ ^ ■5f#3n ^ affr arg^tfit^r % i 


(ii) -nHr-if^ ’ ^ #a(hT TBW T T-I3BK1 w ^ #T ^ ap^ ^ HhlT 3T^5rm 

Tnftrord 3?k arg^tf^ aHgHl(;H«tiflj Trftmrt ^ -wr iTif^ a^|^^1'^I^ % wpt aftr fTiftT ■^* % ?bHe(K 

^elfl T^RT ^ ^ I 


'^^<;h rvifHi ^ aiT%ipi % fng PtHf^iRsn ar^waff ^ g?i/^ aigqr^ f^fTnr '^mpn ;— 


(ai) -qftm, i?#PR I 


C^) ■ifwqi'i % hR'mO ^ h'h!'o (Jw kPtT afR WR 'pVtt, af^fl frarfH, arg^w^ aftr 


("sr) ^fti%'sf wl^*hi|T|;<jX TigsRT aaih aHMWf ^warf ■!?[[^rm^’rt 'HHShTfr■ sftttj; afR 

Ww % ftTOj ■#!; ar^^ aHN*fcT ^Ttrar 'Jiigm tt^tt RWwRarr ^P-rfST^ffl fwir '^imgr ;— 

(i) fj|lf*5R aMWiff WTRR ^ "5^; 

Oi) ^h[ anTfJro fJfrqrsRT^'aF 

(iv) wifw^f^TTOit^^NnT'SRiT^; 

(v) -Mm Nhn: oiinReRT ■qTflnr afR a^^rr^; 

(\’l) ^^RTO^aif a% ■JRtRjiRtjtt; %g 'HW4R 'gfwfg; 

(vii) ^rmaif T!Rt fM^ftTOT ■^<tfw ^ ^gf^trrg; 

(viii) 

( 3n ) «<n){ <«w <^M ^ firm ; 

3 •4' 50 70 w T^miarf aftr s -q^ ■^' 100 120 t«rt waif ^ Tq?T tttw ^ rinRiRan 

ar^rwaif qif qn argqrm :— 

O) 6-8 qit ■^^sfiTa W^RW 3#jqTKf afkTft qr'Ti^IqlatftTe; 

(ii) ^if Riffcwi wi*ilf^"ti ohi4'tiflf; 

Ciii) Tqq ■^fqi TTqiRrf^'FR; 

(ivj ^ hR^iR'^: 

(V) 8/10 oqRtflijT -spi tM q?t yqpT WT 'wi, f^ra^’ ar w, I^rt^ ai-A'in iwR fTrf^ ^ %g 

' ■gfqqnt »# f, % wr ^ Tmpqr pfnf 1 

(?) ’OT^HRT; 

1. ■*ff. ■^. ah?; 

2. T^qfpqitq; 

3 . Tq?T qif ^Rn'ii (qlg-fl, Tffp g'lt, g-fl); 

4. TWTRT ■anmwf; 

5. T^owaff ^ gm "gf^; 

6. w qif % ftrg gifR gftq; 



[MFT 11—15^ 3(i)] 

7 . 7 T gR>l<W , 


*TTO ^ TT^rnr : arfTT^^R^ 
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3. 

9. 

10. ^^nzT, Tp^rnpri/^ 

11 , 

12. ^ 

13. (^) 12 X 100 fto fto (^); 

14. 

15. 3Tf^ "yf^ TJ, Vt, ^ ftRH ^ 3Tftr 

16. 'yrrij^T^; 

17. ':HWftrgp?r 

18. " 

19. <^l<i[3Ty cTOI'Sft ^ RiC* Wl'i; 

20. 3lNin^l6fH P^r^WI f^; 

21. i H’^1 ■RsTT^ 8 r^ul Tt 10 'fetjt y^flqn "Kp^^aqr ; 

22. ' ^ WIT; 

23. I 

in. 1^ W ^ ^ T^ IFhl^ 

T^ ^HT W ^ f^T^lW ^ ■^'3Rt % W 'Sliy.'ll 1 W "Sf;! f^mW ^T5?Tf^ 

’®fi\ 7Kf RiMfdf^n ’^fnrl':— 

(3T) ; 

(1) wi'iR ^ TTO "qi: frifi: ^ ^ ^ "q^rWr %7r ^ W ^ 

1. T^ t^/T^ 31^ "cp; ■^5 '^‘ #t i 

(2) ’•qz^ "5^ Pint’Jl ^ ^ ^jhmVi f^B(H "HTH '^TPif % 

^i'ii'n<‘j| ^1 ^h\ ^ zq^ f^jv^r ’^tott t irroft %qT i 

(31T) Z'l^iOT : 

(i) (e^ltllJ^MH); 

(ii) #qqT ^ IjqTF 

Ciii) ^qyaw 3ri!n<n ^yShift-^JT; 

(iv) M^^*ii 

(v) W^PThi TT*4T/qT '515(^1^^ ^crl«iq 

(vi) ^ gPwqi; 

(vii) wrrft; 

(viii) wft 

(ix) 3i^ftTw», %iR^f niMHM ^ 2 feft ti<3?i^ 6 feft V ^qiqr tot ’sror 
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swhTTT? afR d'lrmr Rrp #tt ; 

(.\i) fFMTpr, tTT^ (—) 30feift’#^t^aftTWW( —) 40feff’#eP&^afRWW(. —) 75 

■^r WW ( — ) 80 fef^ % #sf flI'WH WT ^ 

ixilj ■TT^FT % fm y?fHVft1 ^ 37 "fert -R'dR^; 

(xiv) ^ 3n»^ RsFT^* W5PTf % -Rtit, <1141714 'T?: H^TT^ ^ ^aT!^4T I 

(^) ; 

% TTum % R=Tn ttS -nTT hfifwi 'irfwft, 

cRHifWf 4 |r Tf^TPfTfJTT ^^ MFr% “ 1. W TTPfe % iTC tt ^t' fip7 tjtj; 3rj5:(p[I 

( t ) tiftsEniT ^jRrwnt; 

w^r, ttstt sfR^wj^’ afR-^rn 

(,^) ■^fr Trlrrspr, ■'fh^tarRim, tm an^ l i^p-n tj^stt^ ^ II -sfRiTfsa^' aftr %■ 

'JtRtRRT tImI I O/'l ’'R d'HCiRIfl Rti'-I I 

(^) % TIRTf ; 

(, 1) RtfiRi trm '=b)^n'J] ^ ^ ■=ttr ^ tr?t iPlOTij” ^^Wt, ^ rfr^ri ^ 

% ’TT'Sn^ '■■(■cjl H<!)T ■Jpt "T^ fllrl thlVU'-'l 'f I 

TTTWTtT 3I^^nT^ : — 

(RT) : ■’^ RPT ^'iS'lI’JRf ^ 7TRT*-.H % 2 felfl RcOfTs ^ 6 felft’^'ti'lira'%r ^ TT^ RTt dl4HH ■^' 

Rsrr ^'111 

(73) fRftw % "gTRI n’T^KR % T^Rh 'jfR wn % trrt YT: ^sniRTT I 

^ ^7T *7711 ^ 'JIkI ’I^TI P^^hi 'JIi1 rR? '37h^ "tn RT Pi3r '^TTTRFRrn RT 'oF]^| Ri^T^ni 

TT^TTT Fh n n I % i 

(RI TRTn^RTT TfFF : '’fe RhU RTi WICI T37T % trItT 7R7T i;;idl F^d'HI Jliu.'ll, ^ 

''l. RT Rf-nf¥¥i^e 7^ TTPT -^Fr IWT Fl I 

(R) h''^' 4 7^ 'fii’d : '^, F-n^R ^'‘h (^17 RT^ Iflld 7371 ■Tili'ir^sfl 3^1 FlF^d f3!3T ^inl ^ ^7T HRT % " 1 . 737T 

^'"ti/737T KRof) ’' IlFl'Foti % a7»-7RT 7T'J®'f 7371 3?! '313 'R 77^371 33 ^ ^ fqf^Fcf^; 1337 33 37^737 3?! 'JIli^'P I 

(3T3lf337 ; 773Tf3^ 737 3^733 3T ^337 373^1337 31773737^ ^ 773R3 f37T7 3M, 3n3tf337 3^^% Pl^^FFdFFsd F^F^^ll' 

37t'^37^Tt : — 

(i) TTTTtFVtI fTfnr Tf^ Tjijf 3T ^®h F'tH' 31^ Mid 737T 37t7TT’J37t %71^37 3T 37f337 37T3lf337 3^j3 %77 37 3^ did 733 
3?r?irj 37 )' 3^37 '^F^i % 7713 Tlfl ^irTl 37 F 3 ^ %: 3f77p87T f^TT^ TJn Ji) 1 

(ii) 33^7 Jit% TJi^ TTrI' 373rf337 3^J3f 37f 3fe371'37t 37t f^FrfsfiTI f373T tjTITTTT 31 3F3T3 37 3 ITT 73 F fTHTT^ f% ■3'$ 
■377 'Jpl'i 3T ^37 ■RtTTT 377 (7ld 737T ^ili'ir^JTt % 7731377 77331 f^TTT tJT 77% I 

( iii) Ml'-ilPl3i 1*^11 ’l(d't)l37t 37t, ^73% 777*7 '^37 RtjlJ, 37^ Mid 737 37t77’J37t 37F TTi 37173 377373 % 'Jill ''j4 
37 37 R 14 arHlc; flF^lfl f%tj31^ %7733 ^■stsi'^ 7t37 tHtIR d'l f%3137^37, ftlTT^ fiiy, 31^ 3ft7 ' 5 ^: tid'd 
'Jll^ 37 I 77^37 Hfj3l'i 3)1 TJtt 77% I 

(iv) 71IM 733 3TlW^37f37l7jf*fJ%77T3 3Wl 77*11 ■S7I3l%37 3^ 3t%3)I37l 3)1733% 7717773 %7p=n 373171^37 37f%7'33713% 
f%if3 ■f%T^7Sn>1%7733, H3l3) 7I?I7 ■£[, '377 33f%T ^ 371331'^StlUTII f%77^ 3773)7 7777^'37 f%7f31%37 f I 
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I'm II—3(i)] 


(1) Tjsmcul ; WT 

(■^) T^ Tit^ '^ihSlkci TW %’^Tt 21 i^ % 'ttrlT ; 3flT 

(^) Tit ^ ’n‘-1 "HT^iRci %, 35% "^tt^ ^ "Rf^r tjtt tp 

m'^ %1^’n^w^T^^?rw^3tr%Tnsi 

(ii) W^ "5^W TTT^: 

fqPlHiai % R<wi(l<l ^ Hl^MTI 65 felt dn«Jl i\*\\, ■fer TJ17 

■pTcTFTT ^ : ’^TT^ ^ 'RfRrRfeT 3Tq^|q 'm 3^ TPjf^ OT 

?!T^ w afiT ^?f^3if % ^ Tj^ 13lk ^ 

3k3Tlf^^ ^^Tf^TRT^%371^ 31^^ 

(iii) Tfij| cl(^ qT^=?ii^j 'Skr^^qkl hh^tI ^ I 

(2) Rl^iy Tfc : 

k^uj ^ii-" dT^ki^.+ 'HiJff'Ji w3kTj^ ^I'fHikcfii^Tiyhn mi^i mlm 

k*^i‘jj I 

(i) T^: k*^i^3^t ^ m<^i 4 k*^i'jj ^ ^i-^i ^iFqcM ^^11, ^ Tig^ ^ ’^rkfriTf w^ 


(ii) Tram; 

^ ^ 3k Tm ra -^lUMI I 

(71) 'Hjjfjy|%'gk H^^^iq^Tig^TlTT'^ vii'fHi'^ ^fem'^20feitTldli)"5'^24Tidliis k'#^7751^1 ^^ii 

’m ^IT^T’TkTm^Tram HRc(6i%^t7FT"dNJ7H 20 feit 24 felt 

^ Tiki % m T^Tf^ ^^m^TIT I Tignf 7^ 

k w^|Uj ^ ^ TjtT^ ki^ ^fp^TTI I 

(^) kttkTftra ^ ’Rm ^k Tkr ^cniq % 37^%^?^ tt^ 3k "nfri ^i<;Rici ’^srn^Tit ^ 3.5 ^ 10^° ^ 

(5.5 xio^-^rf^ rTiri£I^'537T 10) 3k 4,S xio"'^ (4.5 x10 lit THT WIT^ 10) 3rap 37sk^pFip?!: 
350 f*7. ofl'. 3k 450 k. Tit. 71^ lit Tt ttSt k^i'^ lit "^iTT Tikd kranjBTt k ’q;!^ ifroi lit wi lit iniTft 
fSra^ 75 TlfcTOT '3lkfl 1^ k 37g^ ^ I 

(i) k*^i'^ 3 if kgi: k lku. 1 ^ m^ii'^i kt ^r^ii 'H'Sim lit 3 iqk k ^^ki'i 6 ^ k ^ '^ii^ 

37 HTfe fkiT injTTT I k 7 ?|i kt f^*^T^ 3 tt k ig% ra, 372^1 3 Tki^H Trarfk kt 37 ifi k kin, 20 kiH 

k 24 fert 17 fkiT nr t, hit i 

ki^iuj3if kkR ign 37fk7 3TT1H 3T^Tfkg k fktw 11^ ^ k tiki 3k irnk kir 1 ikkr 
nkkfkT?; 3k 3H'd<^7^Ti^kiim.j|i 13TTiHTiTiTit toht 3k^rakTktTTTHHf7k^^ 3kwkTk3Tk^ 
^tfcT'^ 37HkgktiHkiikkWt, fk?krfki?H^kt^g7^, Tira^HJiramrakt^iHii^i ii^kT^ 

3il7m 37HB17 raSTT kt k’^Ilkn IT THfkr fklT ITTriT, flTT^ fk^ 711^111 kTTOfklT^ Trk I 
(Iii) kSTTlT : 

iTkn k gti ■qTlT^fklT^3^^ kr 20 ffeit Ti'cfliTs k 24 feit Tktfe k #1k k uri i?k k 77 ^ h?; 
Tii^f k TTi^ikm 37Tkr5i k Tm 5 fkr k kt 3nft4 k fkr^ ttit itttttt i 
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( iv) : 

(^) r«i*^r^ ; 

(730 

(^) ^m\ ^ ; 

(^) Plf^ 31RTTO %> TTtfw ’^TFJTTl ; 

(^ ^T’T^ gR#'nRT%7Tmi7^tf^f^^5n^ 

(^) % mR'W 1^ fqpif^'iii ''JU 'icl ^^ci 3ifR “377^ 

37pi(?l<J '^114.^ II I 

(v) : 

■qf^ ^<^f^ci % "^r, <riif^ <«w t?;, “ait, ^<41, 3tR 3% Tnjr Pft-Pt^ Ttefr 

%ftTR 7^^ fell WJJJ\ I 

(3) ti'^cii'Mi^i <His^ : 

(i) 'tSTT^ : 24 3iRi<=t>GH 37qpT ^ PT^ 20 rsjJl 24 rsiil s % ’a^t^ 775T I 

(ii) 1 ^10'° xiO‘^10^'!nf^'q7’^'5t)’^^^E^ 

^1 

(iii) 

(4) 71^311 ■^PTT^I'fHi : 

7qq:^7q^%rTr7^6'^%'lt7R^3TTTT^ 30 feft ^ ^ mm-i ^ ^ ^ 

77 ^^ ST^rftiqri^it 37 ^Pt % 1^117 ^T^TfeTT I 

(5) ftW3FT^ : 

( —) 30 feft MiiZ ^ ^5Tint7 ttt^;^ ^^l7 

(^) »W^:ftRFT7 37aT^PTq?r^l5H^ ( —) 30 ffelt ^ic^i!l5 ^ PHHfll nNRH ^ TfWw W?7n ^ftT TTil^^r ^ TTRpl 

1^ 17^7 ^ 3Rf^ ^ 37^ %7 f^ 

(73) TlPch^ni ; 3 t 1^ 3Tfn1w ^ 80 ^ 37^ ^ I PtStT 1w^ 

%" 77 ^ yRi^ici hPI^tjt f^qr 'Jink'll pjTR^ ^Pi<i yTriplet ^ 3T^<^h ?Vll I 

(?) 

TW io^Er>fifteT% ^ ^ ^ ■'Jink'll I 

^3lf % ■^f ^ %%Tj;fr ar^jw w ^ '7FT% “l. 

w ^eNi" % 3T#T % tHHW ^ '^prfti^ ^ ^ irsTTW^rt^^ i <'+H<idi ^ 

fdifyd yfHPd ^ft ■^srrcTft aflr iTTf % i3Pi^ 3 ?ttr ttwr ^ i f-dPhrHi arf^r^ 

MMil“in cti^dl 'ft) <;icii TftiftftRT'%' Rri^,'4ft7 ^ 3ft ^ 'ftftnOT % h 4'58inT*ftT ftitfl TjftlftKf dqftfl '5RI 

ft>^ I 

(3T) '^aqi ftmi li jj Vi^n^tK l 4)4nH<d : 

'^I'Jtii'^'lfftT, ftwdujfPX^w 3ft ^ ^^’iFT ft " i. ^ft/<8K i tTzy’''?ftft7 

ft aftft ft tiFfts iT^ ^ ftPdftM ■qpftT ft ■qrm ft ■?iTsj 'ft^fftT 'q^ftt ^3^ m Tftftr 

aijo^dii Ift^ii 'Jiiy.'ii ftraft hRuih ’33T^ftf 'fttfftTM3^ft ferm. Pi?^i ft '^f toft '^ii^'l I ft cl'ii 

ft) <Aini ft MiKi ^ci aft ^i)'Hi4)4ft(^ "ftt anftftrr ftftni^ hh^ x^ici'i ft HMftf ft 

3i^<^H "ftft I 

ftu4U| ; 

(i) 3Hiiiift ft '■t)H ft '♦)H 48 ft^ y, aft ^'<iip ft ft itK ft arfft^ ibI ftft I 



[•m 3(i)] 
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(ii) 3TTOR T^ 37P77H % 15% "ifO ifFTT I 

(iii) W ’^T!TT 3 3fhf^ %, '^H<M11 

12 WIF^ ^ "^rf^ I 
(31T) % frn; -qT^ : 

yTsti'ni ^rrt'T^ ■'J^, (’ifWTOtf^) 'm V3im^*ii I *T^il; ^1^1% 

WTT fwrdt ^ | x^: tttj ^ 6 TJFT/100 ft-#, ^ I 

(?) ^1^1 ^ ^i4PU| ; 

ftftt VrTWI # WT Tift #T ftftt w^‘ TI^ 500 ft# ^ 3^ftr^ ■^’ #ft 7^ 

#WI 1000 ft# ^ 3lf^ ■# ^ I 

mriXIN^ 

1. T^ "5?^# % ftftR# % ftf^ 3ftti1Tn : 

:j7q# ^ ftft#n T^ f# % 1#T TiT=w. ^ ^ 1 ^ # wt # #^ (1^^ 

MW i Titeft, Ti'TR^, afti: ^ ^ ftPHnl^i ^ t#T ^ ^ ^4l4^<ui f#^ 

ft##iTRT 1^, 3fTSlft; : — 

1 . 3^^ftfilft 'cT^IT hR^^I, 3fR "^Tc^ : 

7^ % ftPlKl ^ J T % %ftT 1.1/1, 1.1.2, 1.1,3 #T 

3ft?jn7 T^eTT^V’^^ T^ftTT W^ F# I 

2. # #T ■'Minfiftl^ ^ ^7^ : 

(i) T^^^‘%ftft#n% W4^37^^ %ftT 1.1,4 7TSTT3ftf^ # #T ^WRl^lT ^ 

^ftjijnr #n#T ^Rn "Ffp] #ft i 

(ii) '^'#^^'&Ti5hlM+ ftf^OT^n 7^1#^ ^ ^ 

# rTftlT Ti;^ 5TT^ # TI^T^ % f#!; 7ri#T ^Wt ^ 31^ # ^TH# I 

3. ^ #( ^^cii : — 

(i) ■? % MFT 1 % ftr 3 ^ ^ftftie a#Hrrr# ^ ftRT T3m37TT I 

(ii) ftftqft -^TlTj 1 ^ # 7T^7^T#tI'-# qi5<^ 3ft; 3T^ TIOTT^ ’Hqifcio T# % n'li^ ^TTl# I 

4. w ^3Ff# % ftRm# ^ % ftnr. ^w{ 

( i ) vJCMI<;( % ftf#W % f#7^ ?7=r Mql'jH ft f#? ftftffts ^ ^ ftt 'ti<iqi '^W*\\ I 

jftf Tft^ ft ftr^ ■^TT# "5^ #t 3ft ^ TJ^ 3ft ??T^ TT^FI Fft I ftfftfWt jfl3I 

%f^^^%3I^##^Tlft^TfWf^^ (Tr^?ftT^ftK=^) m fftqr ^TTUTn 3ft 3m 

^ 3TTinH tftqi ^1?7^ I 

fft^ ftt "qr ^ ft tftq; 3 ft ftt 3 ft 3Tft#^ ttI ^n# i 

(ii(^qiR "q# 3 ft T?^) ftf^# 3 ft’^i[Rt Tj^TT #ft, ^ ?r# “q^s} ftt "qi^ F# 3717 ?# 

3 ft TishTnci ftt ’^rftft! 

##iT 3T^jftcT 3Tti'i #ft I ftfftftr #ft7n3ff ft ftn ftrfftftr ^ "qq quHi ftt 1 

qttfti ft hR'^iihI' ftt Hq^ii ft ^RPrftt 3 ft 7t^ ■qTT 3Tf^## ft fftj TTt^ 3n4T# ft# q^l 113 ft ft hR’jiih 3r^5t ft f#t5^ 

3Tqft ^iftl ft fftft 'Jllftl 3ftT 3ftft#5 WT I 

fftftq# ft 3Tft?T ftt PlHd^t ft75TT ft ^ftftftf ft 1#^ ftftpOT ^ fft^IT WH I Mftt# ftft ft 3lft7T ^ 

3^7 ^ft ftt# ft ft* tftftq Mfftqi3ft* ftt "^TF^r^ ft Myqpfici fft mi 41Q7|I I 

(iii) fftftf ftt 3^rjRrT ftftf ft 3T^ fft^TT 'jIIU/iI l 3T^ ITOft ftft ft* WJm\ "TOT ftt^ fftcR-^ #1^3? #t W# '^, 
3ftft^ "q^iq ft Iqii #113lft Ttrft ftq qqiRi^ii 'jui TJqiq tft^i 'Ji 1 uqi I "qr# tto# ftt ftftt?^tK^ "^^- 37 ^ 71 # ft 
7Sin<ii^ qlc<?iiq 3flT qi^ ft ftcTT^ ft ft w^lft ft 1#t nqf^ #1^1 q fftn ‘^^niftt I 
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( iv ) qiciij'^ci'i, TPSTftR ^ yqiK f*Frm qiH %■ TRT*JFWI ninnH 

■sftr 3riiS\dl qil^ <<2(1 sflr fkSilPT^ <ihl4 4i<.A qiiPH'i+i'l' % 3nm T<s(l I 

(V ) T^RT ^ 4^1 31^ WlT^dl dM^dd ^ 3fk f=Tffin 

r^tiqi 'Jiiu'ii I 

(vi) ■'Tfent Tit TTPTTPfhj^TT fTm 'jiuj.'m sft^ 'tf ■gPtf^^RT Ftiti TnrnTT fri H<*-Hn -BftT Tigiarr qnqT ^rnic; Tit 

qqifect TTTTt T dCM-d ift I Tit fTiTT 'Jiiy'il sftT Ttut Ti^ TtF] TtJt't.qK TcilRsid f^f^TTFT yfaiqistf 

%■ arjRtR Iqtiqirqci Rtiqi ^fTTTTT I 

(Vii) 'ITT T^TTi*TT Fdtl TTlKt % tTfTRf'T % Fm^, hmIki 'gfTTTStt dltr 'FTTiTDTf Tit dH'-il'i fTiTT 'diy.'ii I 
{viii) TTT T?qT^' % TPft armrt tT, frfTrttir ^ wt tt wd fTn, tt tt TT-^dl ^ M 'p;^Teff ^ ifth tT Trnrft i 
■gfr Tit PtHFHFlitd TTirf tT THddm ^ fTiTT TnTTTT; STTfr ; — 

(Ti) TTOTTT afR TT^ ^TTi f^‘ T‘ Tit TniFft; 

(TT) TTi TTTT TT fTfT=T ^cTTTf % FdFdTfui irTT ^TTTTT; 

(T ) MTTT ^TTTTf Tit TtTT“TnT TT^ ^ TTT WgrT; 

(-Ef) TtgrT, TTg Fd'Ti't'JI, TTiff % TT^ TflT aftt TttTTTTtgTri *JTtT^ TTT TTTTtrff Tit fTTt^fTT TiTT TTTTt % 'StT 

3TTPTf/Ttmft Ti affRTT tT ftTiTT; 

(T) BTOTTTffJT TTJ Ti gr; TTT^T TT FdTilcfl T^ TTg Ti dilTiFfHTi TiT T gT; tTtt % TTTT^ 3TTTT/ 
TtlTfiTTf Tit TkfetT TiTTT; 

(^) TT dTTTTTf Tit ddTtd TiTTT Tft fT^Tffrt TTTiT “TftTTrr" ft itHlF'dd fTiTTT: t; 

(ix) TTT TRfttT i?tT WTT Ti fTtr FdFSi-dd TTTT Ti Tit dddTT fTiTT ^TTTTT: 

(x) ^HTfTT TTTtT»-TT sTTf Ti fTlT. Tig «Tim TTTft fTT THTT; 

Cxi) TTTT TitT, TT^ dflT TTTTTT fWETf TiT TH TTiT^ TfTT TiT ^ Tfdi^fTT fTiTT iTTlTTT fTriT fTi TTEeJTT 3% fTTTtTTTt Tit 
^gTiTTTTTTTnTtTilT TNlTltR-lu |/3TfTfTrTTTTTtTiTTT^'TTg;T wTfr^TtriTTTlrTTTTTTTTiTTTI TigTldlTd fwgT: 
TTT'ftfTTi FfT 3fk ^ TrTi PtR'd TTTTT Ti fTTT TTt^ fTiTT ^I'VII I 
S. 37gTTt ^ : 

(i) fTiTT afr -dTTTfH 3T=T ^ aTTTT fTT; 

(ii) TTtf TttTRtT sffTT^ TTTftr TTT Tm TTT TTT #T Ti TJTtTTf Ti fTTT ^TTtf WTttt’T ^T afft dT'dl'ITullTTf 

% fiTT dFq'i TtT^T T Ffrt 1 TTTtTT TT H^tTT ^Tt T iftT I 

(lii) arjTSRT Tnfwtr dMi^H fTTt Tt 3 mt #ft i TiFf Ti^' grf sfR 3ftTnff tT ^ T TFTftcT fTin ^tttt t TFf 
TfrTi TTtr % fTtr tttT tt Tttrrff T ttit TtnFTT; 

(iv ) T^piT^ Tit 3RT ^ T gTTi TSTtI ^Tf^ fT^TT fTiTT TTTTFn; 

(3T7) T'TT^ TifTtr VII'^I TiT sftT TTTTT : 

(Ti) TTTFTT ; 

(1) ttt^ tT arg^PT TTT TTit "T TfriTT % 'stt TfrfFr fTirr ^ttttt ^ftr ’THt ^trtt Trrft ftrfd T" ’estTf 

fTiTT TtTCTTT I tT TT^ ( - ) Tt^ teft HM'S T tT T Ft I 

( 2 ) gTTi Trll^nr TT T^ ^fTTftTT T TT TTi TTTT TfiT TTtT Tt FTT?I, TiTSTT^TtiafkTTaT^TtllTi 
TIT T^ Tit Ttrt t" I 

(3) frfT^ TTTTsff tT ttttt iO' 12 ^ijfT^‘ Ti TTi^ fTiTT ttt; Tt % ttjT tT ttft t^ tTt Tt ftttt, tit ar^ Tt l aftr 
TT 3TT^ Tt II % fFTT7 tT TfTTjrff aftT TfT T^TT TTiTTRTTi TTTT TTTTT t Tt TiTTf TTt fT TTT^ Ti feTTf f^ TnTTTTT I 

(TT) TFTT ^TT : 

(T) TFTTTT pTt TTfrr TTR attr TTT ^TTTT ^ FtTT ^ fTi TTTT (HIHFltTf aftr dWlTt, TJT TTTT 3ftT Tri TTT TTTft TTTT!ft; 

TTTrTf, Tt aftr Tttt fttt, tttTt T ftttt sftr irift fTir; tt^, aTTTfyr, ttttt fTirr; tt tt gr; Tfr fTm ttt fttt^ % 

WTR wTf tT gsricfFTTF FT ^ TFTT fTiTT TlTi; 

(2) TFR ^tTTit 3T^ TFTTrfr^’gfTfTTFTiTTTiftTTT fTTTTJTTTTTTTTTTTTTTI frfTTTFFiT^, TtT^, TJTT#) attr 
TFTTT % fPlTT: aiTfw TTTTR Ti Ttm TT3T Tmjrn sftT TTFt fT^ TFTTT TTTTTf arTfet t (3TTfTi;TTTTTT, 3 TiTfT) TFf 

iJTTit TTT fTiTT Trnrrn, ijrir tT TTTrfTt afiT TlfdiT fTiTT TTTTTTTTI 
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(3) ^ ^’HiHfli4l‘ ^ ^ mm ^^^ ^wTf¥£M3frT 

WTftmf % 3TTHpff 37^?RT 3Tm^ ^ ft TW ^ T[% I 

(4) TSf^ TjP4^ %r ^ TRTft^PT ^ ’^JTTTft t ^ ^ ^ Tt 

'Jin^ ’Sfftr TTif^'^d ^^IPhci '* 11 ^^ 11 1 

( 5 ) '^’ccfl wrflRff % 1 tT^ ^^vRT '^VtT I R^fTT^TRiT *4^ f^RTT ’3TKTT 

f^RIT 'iiiM.'ii fsRT^ ■^^T "Slfn I 

(6) aTRft^TTT, Y^: RlRftl^‘7TT’3c^% R^TTn % ^ TSTW4T I 

( 7 ) ciq'Jl ■RP^riri^ % % fC"RJ 'TTTRT y^M ^flXITft I 

■^' y^<«i ■'j%nf^ ^ ■'j®RiT dHci'^-T ’^fToi ^sttottI' I 

R. : 

1. M^h\'^\ : 

T^ ^ M^TRtoT 1$;^ TTOT % RfifRT f^T?^?T 3?tT % 37»-fr^ ft^IT ’^STRTn 

^ Tt T[^ ef>4-^Rt f^’H^' "'TO JCHiq) % W^hH/wimhi 'y'HTJH ^ ^ ^iFf 

3T5^ % f^Rft ^F-^diyikl 1^r?^5rf^?^JT^ ^ ^HiTT ^ : — 

(■^) 3Hi^fy^M ■^' 'PTT?T^^RR 'Jil';ir'i?iM/rq«5iRirq7ii'i/'50«(iu]-rc|^H/5*-!^’Tt^ril^ ^ 

(T9) f'^H (TJW ) '^* ’PTTTT^iVHT ^ 

(R ) 3fPTl^-T f^Rrf^ f^^TH () ^f 'RT?T9^1TTT <iMlf^T I 

2. TftOT : 

■yrtfi^n^ '9^1 "y^Tn, ^ T9^ TW 3flT rT9T9T9it ^rNtIt^ ^ ’Rf9v9 r-lcS^l 

■q7^^f^im % ^sniFTT f3[^ ^ ^ ^ ir^; Tjuf^fTifi^ 9:R9m ■pWT 1 9Tt?^ ^ ^ 3fFTf9, 

fc^v>^^y ^ T99 -mi^ % ^ 3THTTr TTO 9^ 9?Ff 971 m KttT TTPFT^nRT f^r?9f^TOTFFT 9T 97t 

r-iMfViFiaci ^'fl : — 

(9T) ifrrf9 r^lHI'M Fq^lll 9T f^^TH (TTTRR f^^TH/TJW^l9 f99FT/^jft9 * 'HIM'1) R' T9T?T97tTTT T9Tf9; 9T 
("Jg) HTT^f^Wr '^' "PM^itTR (TJW^fMt RjjIM/TT fPT^) 

(1 ) r.(^KH ^ ^ f99FI 1¥wm m: 9ldl^^fHd ?ft9T 3itT ^ ^ 9!? TTIW % ^T^TTR TIT (9^ 
10,000) W9FJT TO TT^.’^.'^.R fi^ fe r^ I 

( 2 ) ' 3 RT: 9 KTPJ^f^ P^ R, ^ ^ TTTO R f?riT frr tt 9 T -TT ^ (iqo ) R^tTOT TO 

f^^RJT 1TO fr, ^ 3ftT OTRI^ toJ iTFjfiFT F-^-TM R fTOT TOTTI 

TTRTjft 

‘^3(t9TT#T TTFIT^ % iFfTRh % fc^^ FT^ TT^Fft 

TTRt ttiT^ 3T97|rRT 917 9it 3rfTOm 



■gfa T^' f^nr Tft^ aM 3Tf*-T^f^ 

0 . 5-5 m^jhlH 5 titsiSh ^ ^ 

■^fcT THT' ar^pIcT f^lTr TfTI 

^ ^ a#JWT wn 

n (5!nf 100) c^pH-IK ^ 
irar^^T^ 

3,500 

9|ft 

1 

^ (^ 100) 

3,500 


5 •ff ^ 

TT (T!ri 10 , 000 ) 

3,50,000 

2000 

100 ^ 


( 3 ) W9RT TIRFIR % W^TTO % Tf^ RfW 31F TTTT9f99: FfTOFT ^P,Fr 3 |r 9TO\ RT^ 99 3?TO 99 


P9S/^r79^^ 





26 


THE GAZETTE OF INDIA : EXTRAORDINARY 


[Pakt II—Se-c. 3(i)] 


■«RTR trSMt I 

(4) IPIRR 

3H^;(!in 3nf^<M(l ’SRI WU tjjT 

'd'fMi^n ^ I 

(5) '3T^-T^ ^3F;T^( ^ ^3^ 

(■35^) PiqK’Ji ftftfnrm TiftFTT: 

^KT, fte^ JR ^ ^ 3;n^^ I 3TT^ ^ IIwfn^jlH'^ 

<Vi^^^rt(^^ % ti»)HWi nfSh'Mi, f^m'ii’Pir^qyi 3fh; ’snfV'^Rl 

3ftT 3^:jqin<i "Ptrit ^\^*\\ 1 

1. TJ^TTSTT, ^ ^ ^ ^TJqim ‘5nf»TWEt ^ 

^TJqlPTT 3Tjqt^^W?rf %■’*J)^ % I^TTT 

i7t^ ^ % f^rq ^ f^ciNi 'jiiv<mi 1 

ftr h^«h 1’ SlfiPT "m wRi^jci wfiri^i Tt I 

(■^) qqlftldl rH4yu| : — 

ftqirft, ^ 3lh^ ■gw ^ ftwfr, 3fk ^ 

'Pnt?^ % ’^R^rar ^rt^ i wfert" ’Ptr^ ^ 1 ^ %ifn*!? PwrftrftsRT 

3T«rtq; : — 

(1) 3ftT ^R^ % Mfenr ^ ^rr i 

( 2 ) ^^rt^TTR rit, ^ftr^ rrrnt^ 

qii'll ^H^<t>K 'flu'll I 

(3 ) I^RR dCHl^{l % <3^1 'md ^R^ "^n 3TP?t^fiR ofTHT, f^cR^ % cS^K i| I 

(4) ^ M^ikidi ^gwt^^>vn, fsRrti wmt, 34^ ^rr^? qT^ ^siRci 1 

( 5 ) tRTR drHiqi 'snT diiq^q<t> q^-ccJl TITRftRTt 3flT 37^ dOHiq^ qqiRridl 3% fPRnT gc^rt^RT "^RTTI 

3TfM^ ^ ^RTII 

(7 ) drniq ^ 45WTtlT, 3ftT ’^pOT "44 '4^ ^5rf?fRn3fi ^ ^ aTJRt^ ’^R4T ’4T 

dl^cflqiK ’^RTITI 

(5) ^ ^3Tf ^ fpRm RftnHi ^ 3n^4R "44 RTTW^ RT ^^4 3T^JTI^ 4Rlf4d RR4TI 

(9) f4^ 3TfaRTT3f[ dfR F^irH^V l t >4 4<tnf4n RRRT 3^7 ^ 3^ | qm ^ RR4TI 

(10) f^TRiTRdt, gwfnf, RT4Rf^.RRRTR^T^ dfiRfR WTRff 3ftT 3C414 % "^R^T 3T^4tR 1^ RI?; 3r^4ni 

RR ^4ftT5^tRR 

( 11) 4i|*|cil 3rTf^l^4Sff/RTnsf R>T +HH4^MH4 RT g4f^^4tRRT RRRT1 
{^) TRR dCMiqf R4 ■RftW'T ;— 

fq^iPin '3NTR RR^ 3ft4RRfr?r’^ RS^I^R^^f^^i MHRil % 3T5¥R iflRT 3flT "RFi 3ftR^ RflTT 3?4T^ % 1%TR 

Rtff % Rt % RPTRT RTl TFR 3tl4R+\VI Rl ftl^ 3f|i|R«!4,>| -g’ ■RPTR7 % I 

arPm ‘w t^R3tt^4> i afht r;r an^ -eft n rPr^ R^dvflR Rft g^tR ■RfiRR ■gf^ % R^t^ ftRir ^rtt^rt i 
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^ feft ^ IVTT’^iy.^ll I 

(ii) ^^^rki*MI’(l ^RT ^ ^ ^TTT^ ^T^^TTTO YlfVq^lO 3lftT 

% fV^t I 

("^T) "^RTHT : 

fM^Tft?T ^ filial TF^ ^ ^ ^?RTTn 

^ MFT 9 'IFT10^ 9fT^t^ ^TIT^ f^Rft 3T^ W^ tVH 1 ^ ^ mRi'*1'1 

rT«n’q;n3n^T<tl^'^3^^n ^ "gftn ^ nfhjWf % mR^iih i 

^ % 3Tg^1R 3rfiq^ T^StOT sfk WTI % % 9 ^ ^ f^fr^Wl 

^ ^ ftFTfft 3lW ^ ^ 3T35!Tq^ ^ URT 

f^^Rin Pt>^ I 

(Z) T?nif;CTT 3Tf^^ : 

3T5q!p?mrft, 3frtT!F^^ 

1^f¥ cT^'f)®Ti1 ^fRt^rrft R(PihI'm % 3ivh ski sftr '^'“oiP^ti f^nrr 'fluvi* ^ 

iff rHHfarijlfl ^ : — 

(i) % ’ffcfz ^ ■RnfiRP % WT Wlftm ^ ^ iff, ’RTR^ afrr tthT WT; 

(ii) ^Rih 3TRTH, 't>'^ ^iHlift, (VO, '^ii^ ^TT 

(iii) Tiff "^nff c<i<j^l iJf)^ ’RTcrfiRlf Him 3 ffT ^wifVicl, ^ **110 % iffff Mt Rfi ^ "^TR ^jchi’^-i “ff 

iJ^qlWT t "qr ^373?RT TfftRT "^it ^ ^ ■ff ■Rfoqf^ ^ ^ iff, ^in^Ria 

(iv) gfif»qi Tig’W ^nft affr <iM«h<‘^it IRTT STRTiTff ^ 

(v) %’rt«t tijt Pwiff, W!ff ’^fHFppRT ^Rff 

(vi) f^Piniyi ^ PlPl^ TR HpinTA'i f^'^ ^nff ^ ^TRTpRT PFT^ "^nff ^<&iRi<TJ 'jffr ^TIH ^Hl^; , 

(vii) afhpT % I^PihH 3lk 4 iR^ 11<7T 3Ti "ff 1^TT^ ^qT^f^f •wfl’^dR 

(viii) ^ii4lRi<ff Pi^^FT'^SiFTf Tfff 3r{ffi;iiv^ 5^ RiPinl’^i % % <{kTH fm4, '^ii^ ^ifl^ 

3TrrPt '^^Tijf 3ff^ pr^i^fTnif % Pr^TT^ % Iot; ^^qi4) ^ Pi'*TRff ^ Pr^pRT Tirm ^ 1^ i 

II 3lfij4»lvi '^nt iWI^ TW % RiPimFui % 3rt^^^^^i 

'Jipl T^T^PRT, '<it'TiHi yicftn IHTFH, ^*^*il*cil^R^'i 3ffT ®ftK®f> nift ^ '5csi^ f^Pint'^i hi^^R^ Ricih 

^ iff ^ ^ ^Rff "ffi ftPHHWi^Prff fsfRiT^Rnfff % Hi^H Tff Ptrtt '^m It, ^ 'ff aiffwt ^ Pr ^*<0^ 

3RpfP?f Tuftwrft "SRI 3pT arfffliint ^rjfftter '^t iff, t«rt % ff?ff RiPinh ^iff *3# ’srtr ^ wtR^rPt trf^ 

^Wt rfl <*w TW ’iCHicff ’ffr PiPinf'^i i^ff t?TT*]^ fffcil If I 


RRjftxiRrr:— 


tw noi4/i/97-iit.-q;R.T5R. aftT’fft.TpiT.n,] 
^tw ^pm, iPpH 


■g^OT pRRT ■RT.TIiT.P!- '^tOTT F28-10/45-H (1) Prff^ 21-12-1945 ?TR wRrT PfR ^ sff? ^^tPiRT iS|R 
28-10-98 m-^,pT, ’^teTT 647( 31) % WT -RTiPn W «n I 1-5-97 IPF iiail ^RitpT?T 3ftw 13 r«f 

pT^, 1945, V1H:«T Xpt M^qK 'liHIF! iff^RRT (VilWI Pl'1FT)% affw 1^^^ 'SRTPI^ 41imft ^rfMpRlR, 1940 

(■*ft,'it.ift.xr^.Tr?ET.-61) TWRH "ff afRfftre f | 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 
New Delhi, the 5th April, 1999 

G. S. R 245(E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics 
Rules, 1945 was published as required by sections 12 and 33 of the Drugs and Cosmetics Act, 1940(23 
of 1940), at page 1 and 27 in the Gazette of India. Extraordinary Part II, Section 3, Sub-s^on (i) dated 
the 15th December, 1997 under the notification of the Government of India in the Ministry of H^th 
and Family Wclfere (Department of Health) No. G. S.R. 702 (E) dated the 15 th December, 1997 inviting 
objections and suggestions fl'om all persons likely to be affected therrfjy, before the expiry of a period 
of thirty days from the date on which the copies of the Official Gazette containing the said notification 
were made available to the public; 

And whereas copies of the said Gazette were made available to 
the public on 31 -is--ST ; 


And whereas objections and suggestions received from the public 
on the said draft rules have been considered by the Central Government, 


And whereas the Central Government is of the opinion that 
circumstances have arisen which render it necessary to make rules 
without consulting the Drugs Technical Advisory Board; 


And whereas the Central Government proposes to consult the 
Drugs Technical Advisory Board within six months of making these rules; 


Now therefore, in exercise of the powers conferred by sections 12 
and 33 of'the said Act, the Central Government hereby makes the 
following rules further to amend the Drugs and cosmetics Rules, 1945, 

namely > 


1 ( 1 ) These rules may be called the Drugs and Cosmetics (Amendment) Rules, 
1999. 

(2) They shall come Into force on the date of their publication in the Official Gazette. 

2, In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), in 
Part X-B, after the heading and before rule 122-F, the following rule shall be inserted, 
namely > 

“ 122-EA Definitions.JI) In this Part and in the Forms contained in Schedule A and in 
Part XIIB and Part XIIC of Schedule unless there Is anything repugnant In the 
subject or context,- 
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(a) “apheresls" means the process b/ which blood drawn from a donor, after 
separating plasma or platelets or leucocytes, is retransfused - simultaneously into the 
said donor: 

(b) “autologous blood” means the blood drawn from the patient for re-transfusion unto 
himself later on; 

(c) "blood" means and includes whole human blood, drawn from a donor and mixed 
with an anti-coagulant; 

(d) "blood bank" means a place or organisation or unit or institution or other 
arrangements made by such organisation, unit or institution for carrying out all or any 
of the operations for collection, apheresls, storage, processing and distribution of blood 
drawn from donors and/or for preparation, storage and distribution of blood 
components; 

(e) “blood component" means a drug prepared, obtained, derived or separated from a 
unit of blood drawn from a donor; 

(f) "blood product" means a drug manufactured or obtained from pooled plasma of 
blood by fractionation, drawn from dor.ors; 

(g) “donor" means a person who voluntarily donates blood after he has been declared 
fit after a medical examination, for donating blood, on fulfilling the criteria given 
hereinafter, without accepting in return any consideration in cash or kind from any 
source, but does not include a professional or a paid donor; 

EXPLANATION. - For the purposes of this clause, benefits or incentives like pins, 
plaques, badges, medals, commendation certificates, tlme-off from work, membership 
of blood assurance programme, gifts o* little or intrinsic monetary value shall not be 
construed as consideration. 

(h) “leucaphoresis" means the process by which the blood drawn from a donor, after 
leucocyte concentrates have been separated, Is re-tranafused simultaneously Into the 
said donor; 

(1) "plasmapheresis" means the process by which the blood drawn from a donor, after 
plasma has been separated, is re-t"ar;$fused during the same sitting into the said 
donor; 

(j) "plateletpheresls" means the proc ess by which the blood drawn from a donor, after 
platelet concentrates have been 8e;)arated, is re-transfused simultaneously Into the 
said donor; 


(k) “professional donor" moans a person who donates blood for a valuable 
consideration, in cash or kind, from any source, on behalf of the recipient - patient and 
Includes a paid donor or a commercia dcnor; 

(m) “replacement donor" means a donor who is a family friend or a relative of the 
patient - recipient. 
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3. In rule 122-F of the said rules,- 

(a) in aub-rule (1),- 

(i) for the word, figures and letter “Form 27-0", the words, figures and letters “Form 
27-C or Form 27-E, as the case may oe, “ shall be substituted. 

(il) In the second proviso,- 

(A) for the word, figures and letter "Foim 28-C", the words, figures and letters 
"Form 28-C or Form-28E, as the case may be," shall be substituted; 

(B) for the word, figures and letter “Form 27-C", the words, figures and letters 
"Form 27-C or Form 28-E, as the case by be," shall be substituted 

4, In rule 122-G of the said rules,- 

(a) for the word, figures and letter ''Form-28C, at the two places where they occur, the 
words, figures and letters "Form 28-C or Form 28-E or Form 26-G or Form 26-1, as the 
case may be," shall be substituted. 

(b) for condition (I) the following shall be substituted, namely:- ■ 

(i) The operation of Blood Bank and/or processing of whole human 
blood for components snail be conducted under the active direction and 
personal supervision of competent technical staff consisting of at least 
one person who is whole time employee and Who Is Medical Officer, and 
possessing - 

(a) Post-gradua :0 degree in Medicine-M.D. (Pathology 
/Transfusion Medicines); or 

(b) Degree in Medicine (M B.B.S) with Diploma in Pathology or 
Transfusion Medicines having adequate knowledge in blood 
group serology, blood group methodology and medical 
principles rivoived in the procurement of blood and/or 
preparation of its components; or 

(c) Degree in Me:llcine (M.B.B.S) having experience in 

Blood Bank fi. r one year during regular service and also has 
adequate knowledge and ■ experience in blood group 
serology, food group methodology and medical principles 
involved in the procurement of blood and/or preparation of 
its components, 

the degree or diploma being from a University recognised by the 

Central Government 





[Mm II—-isTOBCi)] 




31 


EXPLANATION - For the purposes of this condition, the 
experience in Blood Bank for one year shall not apply in the 
case of persons who are approved by the Licensing Authority 
and/or Central Licence Approving Authority prior to the 
commencement of the Drugs and Cosmetics^ Amendment ) 
Rules, 1999. 

5.. In rule 122-H of the said rules, for ttie words, figures and letters "Form 28-C or 
renewed licence In form Form 26-G," the words, figures and letters "Form 28-C or 
Fomr 28-E or a renewed licence In Form 26-G or Form 26-1" shall be substituted 
respectively. 

6. In rule 122-1 of the said rules for the word, figures and letter "in Form 28-C is granted", 
the words, figures and letters "Form 28-C or Form 28-E is granted or a renewal of 
licence in Form 26-G or Form 26-1 Is made, as the case may bo,” shall be substituted. 

7. In rule 122-K of the said rule, for the words, figures and letter "grant of the liconce have 
been compiled with, shall grant a licence In Form 28-C', the following shall be 
substituted, namely 

"grant or renewal of a licence have been complied with, shall grant or renew the 
licence In Form 28-C or Form 28-E ; 

Provided that in the case of a drug notified by the Central Government under rule 
68-A, the application, together with the inspection report and the Form of licence (In 
triplicate to be granted or renewed), duly completed shall be sent, to the Central 
Licence Approving Authority, who may approve the same and return it to the Licensing 
Authority for issue of the licence." 

8. In rule 122-P of the said rules,- 

(a) for the portion beginning with the words "A licence in Form 28-C" and ending with 
the words "the following general conditions", the following shall be substituted, 
namely:- 

“A licence In Form 28-C, Form 28-E. Form 26-G or Form 26-1 shall be subject to 
the special conditions set out in Schedule F, Part XIIB and Part XIIC, as the case 
may tje, which relate to the substance in respect of which the licence Is granted or 
■ renewed and to the following general conditions, namely;-" ; 

(b) after condition (xi), the following conditions shall be inserted, namely;- 

"(xii) All bio-medical waste shall be treated, disposed off or destroyed as per the 
pro^ions of The Bio-Medical Wastes(Management and Handling) Rules, 1996. 

(xiii) The licensee shall neither collect blood from any professional donor or paid 
donor nor shall he prepare blood components and/of manufacture blood products 
from the blood drawn horn such a donor," 

9. In Schedule A of the said rules,- 

(a) for Form 26-G, the following Form shall be substituted, namely;- 
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“Forn 26-G 
(Set Rjle 122-F) 


CERTIFICATE OF RENEWAL OF LICENCE TO OPERATE A BLOOD BANK FOR 
PROCESSING OF WHOLE HUMAN BLOOD AND/OR* FOR PREPARATION 
FOR SALE OR DISTRIBUTION OF ITS COMPONENTS 

1 Certified [[lat licence number_granted on_to 

M/s * •_for the operation of a Blood Bank for 

processing of whole human blood and/or for preparation of its components at the 

premises situated at_is hereby renewed with effect 

from_to_ 


2 Name(s) of Items : 
1 . 

2 . 

3. 


3. Name(s) of competent Technical Staff; 

1 . 

2 , 

■ 3. 

4. 

5. 

6 . 


Dated_ Signature_ 

Name and Designation 
Licensing Authority 


Central Licence Approving Authority. 

* delete, whichevsr Is not appUcabl*."; 

(b) after Form 26-H, the following Form shall be Inserted, namely 

“Form 26-I 
(See rule 1224) 

CERTIFICATE OF RENEWAL OF LICENCE FOR 
MANUFACTURE OF BLOOD PRODUCTS 

Certified that licence number_granted on 

_to M/s_for manufacture of 

blood products at the premises situated at_is hereby 

renet^ with effect from_to_ 
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Name(s) of item(s); 

1. 

2. 

3. 


Names of competent Technical Staff 
(a) responsible for (b) 

responsible for 

manufacturing 

testing 

1. 

1 

2 

2 

3, 

3. 

4 

4 


Signature_ 

Name and Designation 
Licensing Authority 


Central Licence Approving Authority."; 

(c) for Form 27-C, the following form shall be substituted, namely.- 

"Form 27-C 
(See rule 122-F) 

APPLICATION FOR GRANT/RENEWAL* OF LICENCE FOR THE OPERATION OF A BLOOD 
BANK FOR PROCESSING OF WHOLE BLOOD AND/OR* PREPARATION OF BLOOD 

COMPONENTS 

1. l/We_of M/s____ 

hereby apply for the grant of licence/renewai of licence number__ 

dated_to operate a Blood Bank, for processing of whole blood and/or* 

for preparation of its components on the premises situated at_ 


2. Name(s) of the item(s): 

1 . 

2 . 

3 . 

3. The name(s), qualification and experience of competent Technical Staff are as 
under: 

(a) Name(s) of Medical Officer. 

(b) Name(s) of Technical Super\/isor. 

(c) Namefs) of Registered Nurse. 

(d) Name(s) of Blood Bank Technician 

4. The premises and plant are ready for ii,&pection/will be ready for Inspection on 


5 
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5. A licence fee of rupees __and an inspection fee of 

rupees_has been credited to the Government under 

the Head of Account_(receipt enclosed), 


Signature_ 

Dated_ Name and Designation_ 

* ^ttlotMvar Is not applicable. 

Note 1. The application shall be accompanied by a plan of the premises, list of 
machinery and equipment for collection, processing, storage and testing of whole 
blood apd its components, memorandum of association/constitution of the firm, copies 
of certificate relating to educational qualifications and experience of the competent 
technical staff and documents relating to ownership or tenancy of the premises. 

Note 2. A copy of the application together with the relevant enclosures shall also be 
sent to the Central Licence Approving Authority and to the concerned Zonal/Sub- 
Zonai OfficBrs of the Central Drugs Standard Control Organisation."; 

(d) after PoaeJElM}, the following^orm slviil be Inserted, namely 

“Form 27-E 
(See rule 122-F) 

APPLICATION FOR GRANT/RENEWAL* OF LICENCE TO MANUFACTURE 
BLOOD PRODUCTS FOR SALE OR DISTRIBUTION 

1. I/We_of M/s_ 

hereby apply for the grant of licence/renewal of licence number_ 

dated_to manufacture blood products on the premises situated at 


2. Name(8) of itefn(8); 

1. 

9 . 
a 

4 

3. The name(8), qualification and experience of competent Technical Staff as 

urater: 

P B Bpca wt i B fer (b) 

1 . 1 . 

a. a. 

3. 3. 

4. The premises and plant are ready for inspection / will be ready for Inspection on 


responsible for 
te^g 
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5. A licence fee of rupees_and an inspectlort 

fee of rupees_has hewf credited to thaGdVemment 

under the Head of Account_(Feceipt enclosed), 

Dafed_ Slonrtur e .. 

Name & Oesigrtattoh ''^ 

* del«te, wtiichevcr ii not appllcabta. 

NOTE 1, Th'e application shall be accompantod by a plan of the premise*. R«t of 
machinery and equipment for manufacture of blood piquets, memprafldwivdf 
association/constitution of the firm, copies of certificate relating to educt^innai 
. qualifications and experience of the competent technical staff and docuo^ls relating 
to ownership or tenancy of the said premises. 

NOTE 2. A copy of the application together with the relevant endQSUfes sMI 4l»o be 
sent to the Central Licence Approving Authority-and to the concernad ZqtUl^QutyZona^ 
Officers of the Central Drugs Standard Control nrjaftinnttnn 

(e) for Form 28-C, the following Form shall be substltutedv natwsfy 

"Form 28-C 
(See rule 122-G) 

LICENCE TO OPERATE A BLOOD BANK FOR COLLECTION, STCaRAOE AND 
PROCESSING OF WHOLE HUMAN BLOOD AND/OR* ITS COMPONENTS FOR 
SALE OR DISTRIBUTION 

1. Number of licence_date of issue -at 

the premises situated at____ 

2. M/s_:_islwrebylioaniii^tdcot^ 

store, process and distribute whole blood and/or its component*. 

3. Name(s) of the Item(s); 

1 . 

2 . 

3. 

4. Name(s) of competent Technical Staff: 

1 . 

2. 

3. 

4. 

5. 

6 . 

5. The licence authorises licensee to collect store, distribute, and prpeessing of 
whole blood and/or blood components sut^ect to the conditions applicable to this 
Ucanca. 

6. The Itoenoe ihall be In fbrea from_^to_ 
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7. The licence shall be subject to the conditions stated below and to such other 
conditions as may be specified from time to time in the Rules made under the Drugs 
and Cosmetics Act, 1940. 

Dated_ Signature __ 

Name and Designation_ 

Licensing Authority 


Central Licence Approving Authority 

* d«l*te, whichever l« not applicable, 

CONDITIONS OF LICENCE 

1 . The licensee shall neither collect blood from any professional donor or paid 
donor nor shall he prepare blood components from tine blood collected from such a 
donor. 

2. The licence and any certificate of renewal in force shall be displayed on the 
approved premises and the original shall be produced at the request of an Inspector 
appointed under the Drugs and Cosmetics Act, 1940. 

3 . Any change in the technical staff shall be forthwith reported to the Licensing 
Authority and/or Central Licence Approving Authority. 

4. The licensee shall inform the Licensing Authority and/or Central Licence 
Approving Authority In writing in the event of any change in the constitution of the firm 
operating under the licence. Where any change in the constitution of the firm takes 
place, the current licence shall bo deemed to be valid for maximum period of three 
months from the date on which the change has taken place unless, in the meantime, a 
fresh licence has boon taken from the Licensing Authority and/or Central Licence 
Approving Authority in the name of the firm with the changed constitution. 

(f) after Form 28-D, the following Form shall bo inserted, namely 

“Form 28-E 
(See rule 122-G) 

LICENCE TO MANUFACTURE AND STORE BLOOD PRODUCTS FOR 
SALE OR DISTRIBUTION 


1. Number of licence_date of issue_at the 

premises situated at_ 

2 . M/s __Is hereby licensed to 

manufacture, store, sell or distribute the following blood products 

3. Na||||j^)ofthe jtem(s); 


1 . - 



4 , 

5, 
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4. Name(s) of competent Technical Staff: 


(a) responsible for 
manufacturing 

1 , 

2 . 

3. 


(b) responsible for 
testing 

1 . 

2 . 

3. 


5. The licence authorises the licensee to manufacture, store, sell or distribute the 
blood products, subject to the conditions applicable to this licence. 


6 . The licence shall be in force from 


to 


7, The licence shall be subject to the conditions stated below and to such other 
conditions as may be specified from time to time in the Rules made under the Drugs 
and Cosmetics Act, 1940. 

Signature_ 


Dated_ 

Name and Designation 
Licensing Authority 


delete, whichever It not applicable. 


Central Licence Approving Authority 


CONDITIONS OF LICENCE 


1 . The licensee shall not manufacture blood products from the blood drawn from 
any professional donor or paid dono 

2. This licence and any certificate of renewal in force shall be displayed on the 
approved premises and shall be produced at the request of an Inspector appointed 
under the Drugs and Cosmetics Act, 1940. 


3. Any change in the technical staff shall be forthwith reported to the Licensing 
Authority and/or Central Licence Approving Authority. 

4. The licensee shall inform the Licensing Authority and/or Central Licence 
Approving Authority in writing any change in the constitution of the firm operating under 
the licence. In the event of any char ge in the constitution of the firm, the licence shall 
be deemed to be valid for a period of three months from the date on which the change 
takes place unless, a fresh licence has been taken from the Licensing Authority and/or 
Central Licence Approving Authority m the name of the firm with changed constitution," 

10. In Schedule F to the said rules, for Part XII B and Part XII C, the following shall be 
substituted, namely 


"PART'XII B 

REQUIREMENTS FOR THE FUNCTIONING AND OPERATION OF A BLOOD 
BANK AND/OR FOR PREPARATION OF BLOOD COMPONENTS. 
BLOOD BANKS / BLOOD COMPONENTS 


A. GENERAL 

1. Location and Surroundings : The blood bank shall be located at a place which 
shall be away from open sewage, drain, public lavatory or similar unhygienic 
surroundings. 
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2. Building : The buiiding (s)^used for operation of a blood bank and/or preparation 
of blood components shall be constructed in such a manner so aS to permit the 
operation of the blood bank and preparation of blood components under hygienic 
conditions and shall avoid the entry of insects, rodents and flies. It Shall be v^ll 
lighted, ventilated and screened (mesh), wherever necessary. The watts and floors of 
the rooms, where collection of blood or preparation of blood components or blood 
products is carried out shall be smooth, washable and capable of being kept clean. 
Drains shall be of adequate size and where connected directly to a sewer, shall be 
equipped with traps to prevent back siphonage. 

3. Health, clothing and sanitation of staff; The employees shall be free from 
contagious or infectious diseases. They shail be provided with clean overalls, head- 
gears, foot-wears and gloves, wherever required. There shall be adequate, clean and 
convenient hand washing and toilet facilities. 

B, ACCOMODATION FOR A BLOOD BANK 

A blood bank shall have an area of 100 square meters for Its operations and an 
additional area of 50 square meters for preparation of blood components. It shall be 
consisting of a room each for - 

(1) Registration and medical examination with adequate furniture and facilities for 
registration and selection of donors; 

(2) blood collection (airK^onditioned), 

(3) blood component preparation. (This shall be air-conditioned to maintain 
temperature between 20 degree centigrade to 26 degree centigrade); 

(4) laboratory for blood group serology (air-conditioned); 

(5) laboratory for blood transmissible diseases like Hepatitis, Syphilis, Malaria. HIV- 
antibodies (alr-conditlohed); 

(6) sterilizatlon-cum-waShing: 

(7) refreshment-cunh-rest room (air-conditioned): 

(8) store-cum-records. 

NOTES: 

(1) The above requirements as to accommodation and area may be relaxed, 
in respect of testing laboratories and sterilization-cum-washing room, for ' 
reasons to be recorded in writing by the Licensing Authority and/or the, 
Central Licence Approving Authority, In respect of blood banks operating in 
hospitals, provided the hospital concerned has a pathological laboratory and 
a sterlllzatlon-cum-washing room common with other departments in the 
said hospital. 

(2) Refreshments to the donor after phlebotomy shall be served so that he 
is kept under observation in the Blood Bank. 

C. PERSONNEL 

Every blood bank shall have following categorMs of whole time 
competent technical staff 
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(a) Medical Officer, possessing the qualifications specified in condition 

(i) of rule 122-G. 

(b) Blood Bank Technlclan(s) .possessing - 

(i) Degree in Medical Laboratory Technology (M L.T.) with six 
months’ experience in the testing of blood and/or its 
components; or 

(li) Diploma in Medical Laboratory Technology(MLT) with one 
year's experience In the testing of blood and/or its components, 

the degree or diploma being from a University/Institution recognised by 
the Central Government or State Government. 

(c) Registered Nurse(s) 

(d) Technical SupGrvisor(where blood components are manufactured), 

possessing - 

(i) Degree in Medical Laboratory Technology (M LT,) with six 
months' experience in the preparation of blood components, or 

(ii) Diploma In Medical Laboratory Technology (M L T.) with 
one year's expertehce in the preparation of blood components, 

the (Jagree or diploma being ffom a University/tnstltution recognised by 
the Central Government or State Government 

NOTES: 

(1) The requirements Of qualification and experience in respect of 
Technical Supervisor and Blood Bank Technician shall apply in the cases 
of persons who are approved by the Licensing Authority and/or Central 
Licence Approving Authority after the commencement of the Drugs and 
Cosmeticsf Amendment ) Rules, 1999 

(2) As regards, the number of whole time competent technical personnel, 
the blood bank shall comply with the requifements laid down in the 
Directorate General of Health Services Manual, 

(3) It shall be the responsibility of the licensee to ensure through 
maintenance of records and other latest techniques used in blood 
banking system that the personnel Involved in blood banking activitios for 
collection, storage, testing and distribution are Adequately trained in the 
current Good Manufacturing Practices/Standard Operating Procedures 
for the tasks undertaken by each personnel. The personnel shall be 
made aware of the principles of Good Manufacturing Practices/Standard 
Operating Procedures that affect them and receive initial and continuing 
training relevant to their needs. 

D. MAINTENANCE : 

The premises shall be maintained in a clean and proper manner to ensure 
adequate cleaning and maintenance of proper operations. The facilities shall Include - 

(1) Privacy and thorough examination of Individuals to determine their suitability as 

donors. 

(2) Collection of blood from donors with minimal risk of contamination or exposure to 
activities and equipment unrelated to blood collection. 
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(3) Storage of blood or blood components pending completion of tests. 

(4) Provision for quarantine, storage of blood and blood components in a designated 
location, pending repetition of those tests that initially give questionable serological 
results. 

(5) Provision for quarantine, storage, handling and disposal of products and reagents 
not suitable for use. 

(6) Storage of finished products prior to distribution or issue. 

(7) Proper collection, processing, compatibility testing, storage and distribution of 
blood and blood components to prevent contamination. 

(8) Adequate and proper performance of all procedures relating to plasmapheresis, 
plateletpheresis and leucapheresis. 

(9) Proper conduct of all packaging, labeling and other finishing operations. 

(10) Provision for safe and sanitary disposal of < 

(I) Blood and/or blood components not suitable for use, distribution or sale. 

(II) Trash and items used during the collection, processing and compatibility 
testing of blood and/or blood components. 

E. EQUIPMENT; 

Equipment used In the collection, processing, testing, storage and 
sale/distribution of blood and its components shall be maintained in a clean and proper 
manner and so placed as to/acilitate cleaning and maintenance. The equipment shall be 
observed, standardised and calibrated on a regularly scheduled basis as described In the 
Standard Operating Procedures Manual and shall operate In the manner for which it was 
designed so as to ensure compliance with the official requirements (the equipments) as 
stated below for blood and its components. 

Equipment that shall be observed, standaridised and calibrated with at least the following 
frequencies 


EQUIPMENT 

PERFORMANCE 

FREQUENCY 

FREQUENCY OF 
CALIBRATION 

1. Temperature 

Compare against 

Daily 

As often as necessary 

recorder 

thermometer 



2. Refrigerated 

Observe speed 

Each day of 

As often as necessary 

centrifuge 

and temperature 

use 

Standardise before 

3, Hematocrit 
centrifuge 



initial use, after repair 

or adjustments, ahd 

annualiy. 

4. General lab. 

~ 

— 

Tachometer, every 

centrifuge 

5. Automated 

Observe coritrols 

Each day of 

6 months. 

Blood typing 

for correct results 

use 

“ 

6 . HaetDoglo- 

Standardize against 

Each day of 

— 

blnometer 

cyanamethemoglobulin 

use 
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7. Refractiometer 

standard 

Standardize against 

—ditto — 

- 

or Urinometer 

8 . Blood container 

distilled water. 
Standardize against 

—ditto — 

As often as necessary, 

weighing device 

9. Water Bath 

container of known 
weight 

Observe temperature 

— ditto — 

- ditto - 

10 .Rh view box 

- ditto - 

— ditto — 

- ditto - 

(wherever.. 

necessary) 

11. Autoclave 

- ditto - 

Each time of 

- ditto - 

12. Serologic 

Observe cootrols for 

use 

Each day of 

Speed as often as 

rotators 

correct results 

use 

necessary 

13.Laboratory 

— 

- 

Before initial use 

thermometers 

14.Electronic 

“ 

Monthly 

— 

thermometers 

■ t 

IS.BIood agitator 

Observe weight of 

Each day of 

Standardize with 

the first container 

use 

container of known 


of blood filled for 
correct results 


mass or volume 
before initial use, 
and after lepairs or 


adjustments. 

F. SUPPLIES AND REAGENTS. 

All supplies and reagents used m the collection, processing, compatibility, tesfrio, 
storage and distribution of blood and blood components shall be stored at proper 
temperature in a safe and hygienic plac e, in a proper manner and in particular - 

(a) all supplies coming In contact with blood and blood components intended for 
transfusion shall be sterile, pyrogen-free, and shall not interact with the product in such 
a manner as to have an adverse effect upon the safety, purity, potency or 
effectiveness of the product. 

(b) supplies and reagents that do not bear an expiry date shall be stored in a manner 
that the oldest is used first. 

(c) supplies and reagents shall be used in a manner consistent with instructions 
provided by the manufacturer. 

(d) all final containers and closures tor blood and blood components not intended for 
transfusion shall be clean and free of surface solids and other contaminants. 

(e) each blood collecting container and its satellite container(8), if any, shall be 
examined visually for damage or evidence of contamination prior to its use and 
immediately after filling. Such examination shall include inspection for breakage of 
seals, when Indicated, and abnormal discoloration. Where any defect is observed, the 
container shall not be used cr, if detected after filling, shall be properly discarded. 

(f) representative samples of each lot of the following --' Ogunlc an i'or solutions shall 
be tested regularly on a scheduled basis by methods described in tne Standard 
Operating Procedures Manual to determine their capacity to perform as required . 
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Reagents and solutions 

Frequency of testing 
alongwith controls 

Antl-human serum 

Each day of use 

Blood grouping serums 

Each day of use 

Lectin 

Each day of use 

Antibody screening and reverse 
grouping cells 

Each day of use 

Hepatitis test reagents 

Each run 

Syphilis serology reagents 

Each run 

Enzymes 

Each day of use 

HIV I and II reagents 

Each run 

Normal saline (LISS and PBS) 

Each day of use 

Bovine Albumin 

Each day of use 


G. GOOD manufacturing PRACTICES (GMP8)/STANDARD OPERATING 
PROCEDURES (SOPs): 

Written Standard Operating Procedures shall be maintained and shall include all 
steps to be followed in the collection, processing, compatibility testing, storage and 
sale or distribution of blood and/or preparation of blood components for homologous 
transfusion, autologous transfusion and further manufacturing purposes. Such 
procedures shall be available to the personnel for use in the concerned areas. The 
Standard Operating Procedures shall Inter alia include; 


1. (a) criteria usee to determine donor suitability. 

(b) methods of performing donor qualifying tests and measurements 
including minimum and maximum values for a test or procedure, 
when a factor in determining acceptability; 

(c) solutions and methods used to prepare the site of phlebotomy so 
as to give maximum assurance of a sterile container of blood; 

(d) method of accurately relating the product(s) to the donor; 

(e) blood collection procedure. Including in-process precautions 
taken to measure accurately the quantity of blood drawn from the 
donor; 

(f) methods of component preparation including, any time 
restrictions for specific steps in processing; 

(g) all tests and repeat tests performed on blood and blood 
components during processing; 

(h) pre-transfus:on testing, wherever applicable. Including 
precautions to be taken to Identify accurately the recipient blood 
components durng processing; 


(i) procedures of managing adverse reactions In donor and recipient 
reactions; 
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(j) storage temperatures and methods of controlling storage 
temperatures for blood and its components and reagents; 

(k) length of expiry dates, if any, assigned for all final products; 

(l) criteria for determining whether returned blood Is suitable for re¬ 
issue; 

(m) procedures used for relating a unit of blood or blood component 
from the donor to its final disposal; 

(n) quality control procedures for supplies and reagents employed In 
blood collection, processing and re-transfusion testing; 

( 0 ) schedules and procedures for equipment maintenance and 
calibration; 

(p) labelling procedures to safe guard its mix-ups, receipt, issue, 
rejected and In-hand; 

(q) procedures of plasmapheresis, plateletphersis and leucapheresis 
if performed, including precautions to be taken to ensure re-infusion of 
donor’s own cells, 

(r) procedures for preparing recovered (salvaged) plasma if 
performed, Including details of separation, pooling, labeling, storage 
and distribution. 

(s) all records pertinent to the lot or unit maintained pursuant to 
these regulations shall be reviewed before the release or distribution 
of a lot or unit of final product. The review or portions of the review 
may be performed at appropriate periods during or after blood 
collection, processing, testing and storage. A thorough investigation, 
including the conclusions and follow-up, of any unexplained 
discrepancy or the failure of a lot or unit to meet any of Its 
specification shall be made and recorded; 

2. A licensee may utilise current Standard Operating Procedures, such 
as the Manuals of the following organisations, so long as such specific 
procedures are consistent with, and at least as stringent as, the 
requirements contained Ip this Part, namely :- 

(I) Directorate General of Health Services Manual. 

(ii) Other Organisations' or Individual blood bank’s manuals, subject 
to the approval of State Licensing Authority and Central Licence 
Approving Authority. 

H. CRITERIA FOR BLOOD DONATION : 

Conditions for donation of blood : 

(1) General - No person shall donate blood and no blood bank shall draw 
blood from a person, more than once In three months. The donor shall be in good 
health, mentally alert and physically fit and shall not be inmates of jail, persons 
having multiple sex partners and drug-addicts. The donors shall fulfill the following 
requirements, namely ;- 

(^) the donor shall be in the age group of 18 to 60 years. 

(b) the donor shall not be less than 45 kilograms; 
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(c) temperature and pulse of the donor shall be normal; 

(d) the systolic and diastolic blood pressures are within normal limits 
without medication; 

(e) haemoglobin which shall not be less than 12.5 grams; 

(f) the donor shall be free from acute respiratory diseases; 

(g) the donor shall be free from any skin diseases at the 
site of phlebotomy; 

(h) The donor shall be free from any disease transmissible by 
blood transfusion, insofar as can be determined by history and 
examination indicated above; 

(i) the arms and forearms of the donor shall be free from skin 
punctures or scars indicative of professional blood donors or 
addiction of self injected narcotics. 

(2) Additional qualifications of a donor. - No person shall donate blood, 
and no blood bank shall draw blood from a donor, in the conditions 
mentioned in column (1) of the Table given below before the expiry of the 
period of deferment mentioned in the column (2) of the said Table. 


Table : Deferment of blood donation 


CONDITIONS 

( 1 ) 

(a) Abortions 

(b) History of Blood transfusion 

(c) ) Surgery 

(d) Typhoid 

(e) History of Malaria and 
duly treated 

(f) Tattoo 

(h) Breastfeeding 

(i) Immunization (Cholera, 
Typhoid, Diphtheria, 

Tetanus, Plague, 
Gammaglobulin) 

(I) Rabies vaccination 

(k) History of Hepatitis in 
family or close contact 

(l) Immunoglobulin 


PERIOD OF DEFERMENT 
( 2 ) 

6 months 
6 months 
12 months 

12 months after recovery 
3 months (endemic) 

3 years (non endemic area) 
6 months 

12 months after delivery 
15 days 


1 year after vaccination 
12 months 

12 months. 


(3) No person shall donate blood and no blood bank shall draw blood 
from a person, suffering from any of the diseases mentioned below, 
namely 


a. 

b. 

c. 

d. 

e. 

f. 

g 

h. 

I. 

j. 

k. 


Cancer 
Heart disease 

Abnormal bleeding tendencies 
Unexplained welgnt loss 
Diabetes-controlled on Insulin 
Hepatitis B Infection 
Chronic nephritis 

Signs and symptoms, suggestive of AIDS 
Liver disease 
T uberculosis 
Polycythemia Vera 
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l. Asthma 

m. Epilepsy 

n. Leprosy 

o. Schizophrenia 

p. Endocrine disorders 

I. GENERAL EQUIPMENtS AND INSTRUMENTS : 

1. For blood collection room ; 

(i) Donor beds, chairs and tables ; These shall be suitably and comfortably 
cushioned anfl shall be of appropriate size. 

(li) Bedside table. 

(iii) 'Sphygrhomanometer and Stethoscope. 

(iv) Recovery beds for donors. 

(V) Refrigerators, for storing separately tested and untested blood, maintaining 
temperature between 2 to 6 degree centigrade with digital dial thermometer, 
recording thermograph and alarm device, with provision tor continuous power 
supply. 

(vi) Weighing devices for donor and blood containers, 

2. For haemoglobin determination : 

(I) Copper sulphate solution (specific gravity 1.053) 

(ii) Sterile lancet and impregnated alcohol swabs. 

(ii) Capillary tube (1.3x1.4x96 mm or pasteur pipettes) 

(iv) Rubber bulbs for capillary tubings. 

(v) Sahli's haemogloblnometer/Colorimeteric method. 

3. For temperature and pulse determination ; 

(I) Clinical thermometers. 

(Ii) Watch (fitted with a seconds-hand) and a stop-watch. 

4. For blood containers : 

(a) Only disposable PVC blood bags shall be used (closed system) as per the 
specifications of IP/USP/BP. 

(b) Anti-coagulants : The anti-coagulant solution shail be sterile, pyrogen-free 
and of the following composition that wiil ensure satisfactory safety and 
efficacy of the whole blood and/or for all the separated blood components. 

(i) Citrate Phosphate Dextrose Adenine soiution (CPDA) or Citrate Phosphate 
Dextrose Adenine -1 (CPDA-1) —14 ml. solution shall be required for 
100 ml of blood. 

NOTE 1. (I) In case of single/double/triple/quadruple blood 
collection bags used for blood component preparations, CPDA 
blood collection bags may be used, 

(ii) Acid Citrate Dextrose solution (A.C.D with Formula-A). I.P. - 
15ml solution shall be required for 100ml of blood. 

(iii) Addltlve solutions such as SAGM, ADSOL, NUTRICEL may 
be used for storing and retaining Red Blood Corpuscles upto 42 
days. 
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Note2. The licensee shall ensure that the anti-coagulant 
solutions are of a licensed manufacturer and the blood bags in 
which the said solutions are contained have a certificate of 
analysis of the said manufacturer. 


5. Emergency equipments/items : 


(i) Oxygen cylinder with mask, gauge and pressure regulator. 

(li) 5 percent Glucose or Normal Saline 

(iii) Disposable sterile syringes and needles of various sizes. 

(iv) Disposable sterile I V. infusion sets. 

(v) Ampoules of Adrenaline, Noradrenaline, Mephentin, 
Betamethasone or Dexamethasone, Metoclorpropamide 
injections 

(vi) Aspirin. 

6. Accessories: 


(i) Such as blankets, emesis basins, haemostats, set clamps, 
sponge forceps, gauze, dressing Jars, solution jars, waste cans. 

(ii) Medium cotton balls, 1.25 cm. adhesive tapes. 

(iii) Denatured spirit. Tincture Iodine, green soap or liquid soap. 

(iv) Paper napkins or towels. 

(v) Autoclave with temperature and pressure indicator. 

(vi) Incinerator 

(vil) Stand-by generator. 

7. Laboratory equipment: 

(i) Refrigerators, for storing diagnostic kits and reagents, maintaining a 
temperature between 4 to 6 degree centigrade(plu8/mlnus 2 degree 
centigrade) with digital dial thermometer having provision for continuous 
power supply. 

(ii) Compound Microscope with low and high power objectives. 

(Ill) Centrifuge Table Model 

(iv) Water bath : having range between 37 degree centigrade to 56 
degree centigrade 

(v) Rh viewing box In case of slide technique. 

(vi) Incubator with thermostatic control. 

(vii) Mechanical shakers for serological tests for Syphilis. 

(vllt) Hand-lens for observing tests conducted in tubes. 

(lx) Serological graduated pipettes of various sizes. 

(X) Pipettes (Pasteur) 

(xi) Glass slides 

(xii) Test tubes of various sizes/micrometer plates (U or V type) 

(xili) Precipitating tubes 6mmx50mm of different sizes and glass 
beakers of different sizes. 

(xlv) Test tube racks of different specifications. 

(xv) Interval timer electric or spring wound. 

(xvi) Equipment and materials for cleaning glass wares adequately. 

(xvll) Insulated containers for transporting blood, between 2 degree 

centigrade to 10 degree centigrade temperatures, to wards and 
hospitals. 

(xvlll) Wash bottles 
(xix) Filter papers 
(XX) Dielectric tube sealer. 

(xxl) Plain and EDTA vials 

(xxii) Chemical balance (wherever necessary) 
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(xxiii) ELISA reader with orinter, washer and micropipettes. 

J. SPECIAL REAGENTS : 

(1) Standard blood grouping sera Anti A, Anti B and Anti D with known 
controls. Rh typing sera shall be in double quantity and each of different 
brand or If from the same supplier each supply shall be of different lot 
numbers. 

(2) Reagents for serological tests for syphilis and positive sera for controls. 

(3) Anti Human Globulin Serum (Coomb’s serum) 

(4) Bovine Albumin 22 percent Enzyme reagents for incomplete 
antibodies. 

(5) ELISA or RPHA test kits for Hepatitis and HIV I & II. 

{6) Detergent and other agents for cleaning laboratory glass wares. 

K. TESTING OF WHOLE BLOOD : 

(1) It Shall be responsibility of the licensee to ensure that the whole blood 
collected, processed and supplied conforms to the standards laid down 

in the Indian Pharmacopoeia and other tests published, If any, by the 
Government. 

(2) Freedom from HIV antibodies (AIDS) Tests - Every licensee shall get 
samples of every blood unit tested, before use, for freedom from HIV 1 and HIV II 
antibodies either from laboratories specified for the purpose by the Central 
Government or in his own laboratory. The results of such testing shall be 
recorded on the label of the container. 

(3) Each blood unit shall also be tested for freedom from Hepatitis B surface 
antigen. VDRL and malarial parasite and results of such testing shall be recorded 
on the label of the container. 

NOTE; 

(a) Blood samples of donors in pilot tube and the blood samples of 
the recipient shall be preserved for 7 days after issue. 

(b) The blood Intended for transfusion shall not be frozen at any 
stage. 

(c) Blood containers shall not come directly in contact with ice at 
any stage. 

L RECORDS; 

The records which the licensee is required to maintain shall include inter alia the 
following particulars, namely;- 

(1) Blood donor record ; It shall indicate serial number, date of bleeding, 
name, address and signature of donor with other, particulars of age, weight, 
hemoglobin, blood grouping, blood pressure, medical examination, bag number and 
patient’s detail for whom donated in case of replacement donation, category of 
donation (voluntary/replacement) and deferral records and signature of Medical 
Officer Incharge. 

(2) Master records for blood and its components; It shall indicate bag serial 
number, date of collection, date of expiry, quantity in ml. ABO/Rh Group, results for 
testing of HIV I and HIV II antibodies. Malaria, V.D.R.L., Hepatitis B surface antigen 
and Irregular antibodies (If any), name and address of the donor with particulars. 
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utilisation issue number, components prepared or discarded and signature of the 
Medical Officer Incharge. 

(3) Issue register : It shall indicate serial number, date and time of issue, 
bag serial number, ABO/Rh Group, total quantity in ml, name and address of the 
recipient, group of recipient, unit/institution, details of cross-matching report, 
indication for transfusion. 

(4) . Records of components supplied : quantity supplied; compatibility report, 

details of recipient and signature of Issuing person. 

(5) Records of A.C.D./C.P.D/CPD-A/SAGM bags giving details of 
manufacturer, batch number, date of supply, and results of testing. 

(6) Register for diagnostic kits and reagents used ; name of the 
kits/reagents, details of batch number, date of expiry and date of use. 

(7) Blood bank must issue the cross matching report of the blood to the 
patient together with the blood unit. 

(8) Transfusion adverse reaction records. 

(9) Records of purchase, use and stock in hand of disposable needles, 
syringes, blood bags, shall bo maintained. 

NOTE ; The above said records shall be kept by the licensee for a period 
of five years. 

M. LABELS: 

The labels on every bag containing blood and/or component shall contain the 
following particulars, namely; 

(1) The proper name of the product in a prominent place and in bold 
letters on the bag. 

(2) Name and address of the blood bank 

(3) Licence number 

(4) Serial number 

(5) The date on which the blood is drawn and the date of expiry as 
prescribed under Schedule P to these rules. 

(6) A colored label shall be put on every .bag containing blood. The 
following color scheme for the said labels shall be used for 
different groups of blood; 

Blood Group Color of the label 

O Blue 

A Yellow 

B Pink 

AB White 
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(7) The results of the tests for Hepatitis B surface antigen, syphilis, 
freedonn from HIV 1 and HIV II antibodies and malarial parasite. 

(8) The Rh group. 

(9) Total volume of blood, the preparation of blood, nature and 
percentage of anti-coagulant. 

_.(10) Keep continuously temperature at 2 degree centigrade to 6 

degree centigrade for whole human blood and/or components 
as contained unaer III of Part XII B. 

(11) Disposable transfusion sets with filter shall be used in 
administration equipment. 

(12) Appropriate compatible cross matched blood without atypical 
antibody in recipient shall be used. 

(13) The contents of the bag shall not be used if thr^re is any visible 
evidence of deterioration like haemolysis, clotting or 
discoloration. 

(14) The label shall indicate the appropriate donor classification like 
"Voluntary Donor" or "Replacement Donor" in no less 
prominence than the proper name 


NOTES: 

l.ln the case of blood components, particulars of the blood from which 
such components have been prepared shall be given against item 
numbers (5). (7), (8), (9) and (14). 

2. The blood and/or its components shall be distributed on the 
prescription of a Registered Medical Practitioner. 


II. BLOOD DONATION CAMPS. 


A blood donation camp may be organised by - 

(a) a licensed designated Regional Blood Transfusion Centre; or 

(b) a licensed Government blood bank; or 

(c) the Indian Red Cross Society 


NOTES ; 

(i) "Designated Ftegional Blood Transfusion Centre" shall be a 
centre approved and designated by a Blood Transfusion 
Council constituted by a State Government to collect, process 
and distribute blood and its components to cater to the needs of 
the region and that centre has also been licensed and approved 
by the Licensing Authority and Central Licence Approving 
Authority for the purpose. 

(ii) The designated Regional Blood Transfusion Centre, 
Government blood bank and Indian Red Cross Society shall 
Intimate within a period of seven days, the venue where blood 


757.2 7 
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camp was held and details of group wise blood units collected in 
the said camp to the Licensing Authority and Central Licence 
Approving Authority, 

For holding a blood donation camp, the following requirements shall be 
fulfilled/complied with, namely:- 

(A) Premises, personnel etc, 

(a) Premises under the blood donation camp shall have sufficient area 
and the location shall be hygienic so as to allow proper operation, 
maintenance and cleaning. 

(b) All Information regarding the personnel working, equipment used 
and facilities available at such a Camp shall be well documented and 
made available for Inspection, if required, and ensuring-- 

(i) continuous and uninterrupted electrical supply for equipment 
used in the Camp; 

(ii) adequate lighting for all the required activities; 

(iii) hand-washing facilities for staff; 

(Iv) reliable communication system to the central office of the 
Controller/Organiser of the Camp; 

(v) furniture and equipment arranged within the available place; 

(vi) refreshment facilities for donors and staff; 

(vli) facilities for medical examination of the donors; 

(viii) proper disposal of waste 

(B) Personnel for Out-door Blood Donation Camp : 

To collect blood from 50 to 70 donors in about 3 hours or from 
100 to 120 donors in 5 hours, the following requirements shall be 
fulfilled/complied with 

(i) One Medical Officer and two nurses or phlebotomists for 
managing 6-8 donor tables; 

(ii) two medico social workers; 

(iii) three blood bank technicians; 

(iv) two attendants, 

(v) vehicle having a capacity to seat 8-10 persons, with 
provision for carriage of donation goods including facilities to 
conduct a blood donation camp 

C. Equipments : 

1. BP apparatus, 

2. Stethoscope. 

3. Blood bags (single, double, triple, quadruple) 

4. Donor questionnaire. 

5. Weighing device for donors. 

6. Weighing device for blood bags. 

7. Artery forceps, scissors. 

8. Stripper for blood tubing 

9. Bed sheets, blankets/matress, 

10. Lancets, swab stick/tooth picks. 

11. Glass slides. 
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12. Portable Hb meter/copper sulphate. 

13. , Test tube (big) and 12x100 mm (small) 

14. Test tube stand. 

15. Anti-A, Anti-B and Anti-AB, Antisera and Anti-D 

16. Test tube sealer film. 

17. Medicated adhesive tape. 

18. Plastic waste basket 

19. Donor cards and refreshment for donors. 

20. .Emergency medical kit 

21Insulated blood bag containers with provisions for storing between 2 
degree centigrade to 10 degree centigrade. 

22. Dielectric sealer or portable tube sealer 

23. Needle destroyer (wherever necessary) 

111. PROCESSING OF BLOOD COMPONENTS FROM WHOLE BLOOD 

BY A BLOOD BANK . 

The Blood components shall be prepared by blood banks as a part of the 
Blood Bank services. The conditions for grant or renewal of licence to prepare 
blood components shall be as follows - 

(A) ACCOMMODATION ; 

(l.)Rooms with adequate area and other specifications, for preparing 
blood components depending on quantum of work load shall be as 
specified in item B under the heading “1. BLOOD BANKS/BLOOD 
COMPONENTS” of this Part, 

(2)Preparation of Blood components shall be' carried out only under 
closed system using single, double, triple or quadruple plastic bags 
except for preparation of Red Blood Cells Concentrates, where single 
bags may be used with transfer bags. 

(B) EQUIPMENT. 

(I) Air conditioner; 

(ii) Laminar air flow bench; 

(ili) Suitable refrigerated centrifuge; 

(iv) Plasma expresser 

(v) Clipper and clips and or dielectric sealer; 

(vi) Weighing device; ^ 

(vll) Dry rubber balancing material; 

(viii) Artery forceps, scissors; 

(ix) Refrigerator maintaining a temperature between 2 degree 
centigrade to 6 degree centigrade, a digital dial thermometer 
with recording thermograph and alarm device, with provision for 
continuous power .supply; 

(x) Platelet agitator with incubator (wherever necessary) 

(xi) Deep freezers maintaining a temperature between minus 30 
degree centigrade to minus 40 degree centigrade and minus 
75 degree centigrade to minus 80 degree centigrade; 

(xiii) Refrigerated Water bath for Plasma Thawing; 

(xlv) Insulated blood bag containers with provisions for storing at 
appropriate temperature for transport purposes; 
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(C) PERSONNEL: 

The whole time competent technical staff meant for processing 
of Blood Componentsfthat is Medical Officer, Technical 
Supervisor, Blood Bank Technician and Registered Nurse) shall 
be as specified in item C, under the heading "1. BLOOD 
BANKS/BLOOD COMPONENTS" of this Part. 

(P) -TESTING FACILITIES: 

General; Facilities for A,B, AB and O groups and Rh(D) grouping. 
Hepatitis: B Surface antigen, VDRL, HIV I and HIV II antibodies and 
malarial parasites shall be mandatory for every blood unit before it is 
used for the preparation of blood components. The results of such 
testing shall be indicated on the label. 

(E) CATEGORIES OF BLOOD COMPONENTS: 

(1) CONCENTRATED HUMAN RED BLOOD CORPUSCLES: 

The product shall be known as "Packed Red Blood Cells” that is 
Packed Red Blood Cells remaining after separating plasma from 
human blood. 

General Requirements: 

(a) Storage : Immediately after processing, the Packed Red Blood 
Cells shall be kept at a temperature maintained between 2 
degree centigrade to 6 degree centigrade. 

(b) Inspection : The component shall be inspected immediately 
after separation of the plasma, during storage and again at the 
time of issue. The product shall not be issued if there Is any 
abnormality in color or physical appearance or any indication 
of microbial contamination. 

(c) Suitability of Donor: The source blood for Packed Red Blood 
Cells shall be obtained from a donor who meets the criteria for 
Blood Donation as specified In item H under the heading 

“I. BLOOD BANKS/BLOOD COMPONENTS" of this Part. 

(d) Testing of Whole Blood ; Blood from which Packed Red Blood 
Cells are prepared shall be tested as specified in item K relating 
to Testing Of Whole Blood under the heading “I.BLOOD 
BANKS/BLOOD COMPONENTS" of this Part, 

(e) Pilot samples : Pilot samples collected in integral tubing or in 
separate pilot tubes shall meet the following specifications; 

(i) One or more pilot samples of either the original blood 
or of the Packed Red Blood Cells being processed shall 
be preserved with each unit of Packed Red Blood Cells 
which Is Issued. 
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(ii) Beftire they are filled, all pilot sample tubes shall be 
marked or identified so as to relate them to the donor of 
that unit or Packed Red Blood Cells 

(iii) Before the final container is filled or at the time the 
final product is prepared, the pilot sample tubes 
accompanying a unit of Packed Red Blood Cells, shall 
be attached in a tamper-proof manner that shall 
conspicuously Identify removal and re-attachment. 

(iv) All pilot sample tubes, accompanying a unit of 
packed red blood cells, shall be filled immediately after 
the blood is collected or at the time the final product is 
prepared, in each case, by the person who performs the 
collection of preparation. 

(f) Processing: 

(i) Separation : Packed Red Blood Cells shall be 
separated from the whole blood,- 

(a) if the whole blood is stored in ACD solution 
within 21days, and 

(b) if the whole blood Is stored in CPDA-1 
solution, within 35 days, from the date of 
collection. Packed Red Blood Cells may be 
prepared either by centrifugation done in a 
manner that shall not tend to increase the 
temperature of the blood or by normal 
undisturbed sedimentation method. A portion of 
the plasma, sufficient to ensure optimal cell 
preservation, shall be left with the PaPked Red 
Blood Cells. 

(ii) Packed Red Blood Cells Frozen ; Cryophylactic 
substance may be added to the Packed Red Blood Cells 
for extended manufacturer’s storage not warmer than 
minus 65 degree centigrade provided the manufacturer 
submits data to the satisfaction of the Licensing Authority 
and Central Licence Approving Authority, as adequately 
demonstrating through in-vivo cells survival and other 
appropriate tests that the addition of the substance, the 
material used and the processing methods results in a 
final product meets the required standards of safety, 
purity and potency for Packed Red Blood Cells, and that 
the frozen product shall maintain those properties for the 
specified expiry period. 

(ill) Testing : Packed Red Blood Cells shall conform to 
the standards as laid down in the Indian Pharmacopoeia. 
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(2) PLATELETS CONCENTRATES : 

The product shall be known as "Platelets Concentrates*' that is- 
platelets collected from one unit of blood and re-suspended in 
an appropriate volume of original plasma 

General Requirements: 

(I) Source : The source material for platelets shall be platelet- 
rich plasma or buffy coat which may be obtained from the whole 
blood or by plateletpheresis, 

(ii) Processing . 

(a) Separation of buffy-coat or platelet-rich plasma 
and platelets and re-suspension of the platelets 
shall be In a closed system by^centrifugal 
method with appropriate speed, force and time 

(b) Immediately after collection, the whole blood or 
plasma shall be held In storage between 20 
degree centigrade to 24 degree centigrade. 
When it is to be transported from the venue of 
blood collection to the processing laboratory, 
during such transport action , the temperature as 
close as possible to a range between 20 degree 
centigrade to 24 degree centigrade shall be 
ensured. The platelet concentrates shall be 
separated within 6 hours after the time of 
collection of the unit of whole blood or plasma. 

(c) The time and speed of centrifugation shall be 
demonstrated to produce an undamped 
product, without visible haemolysis, that 
yields a count of not less than 3.5x10^° (3,5x10 
raised to the power of 10) and 4.5x10^° (4.5x10 
raised to the power ten) i.e. platelets per unit 
from a unit of 350 ml. and 450ml. blood 
respectively. One percent of total platelets 
prepared shall be tested of which 75 percent of 
the units shall conform to the above said 
platelet count. 

(d) The volume of original plasma used for re¬ 
suspension of the platelets shall be determined 
by the maintenance of the pH of not less than 6 
during the storage period, The pH shall be 
measured on a sample of platelets which has 
been stored for the permissible maximum expiry 
period at 20 degree centigrade to 24 degree 
centigrade. 

(e) Final containers used for platelets shall be 
colorless and transparent to permit visual 
inspection of the contents. The caps 
selected shall maintain a hermetic seal to 
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prevent contamination ot the contents. The 
container material shall not Interact with the 
contents, under the normal conditions of the 
storage and use, in such a manner as to have 
an adverse effect upon the safety, purity, 
C'Otency, or efficacy of the product. At the time 
of filling, the final container shall be marked or 
identified by number so as to relate it to the 
donor. 


(Hi) Storage 

Immediately after re-suspension, platelets shall 
be placed In storage not exceeding for a period 
of 5days, between 20 degree centigrade to 24 
degree centigrade, with continuous gentle 
agitation of the platelet concentrates maintained 
throughout such storage. 

(iv) Testing: 

The units prepared from different donors shall 
be tested at the end of the storage period for - 

(a) Platelet count; 

(b) pH of not less than 6 measured at the 
storage temperature of the unit; 

(c) measurement of actual plasma volume ; 

(d) one percent of the total platelets prepared 
shall be tested for sterility; 

(e) the tests for functional viability of the 
platelets shall be done by swirling movement 
before issue; 

(f) if the results of the testing indicate that 
the product does not meet the specified 
requirements, immediate corrective action 
shall be taken and records maintained. 

(v) Compatibility Test: 

Compatible transfusion for the purpose of variable 
number of Red Blood Cells, A,B, AB and O grouping 
shall be done if the platelets concentrate is 
contaminated with red blood cells 

(3) GRANULOCYTE CONCERNTRATES 

(i) Storage ; It shall be kept between 20 degree centigrade to 24 degree 
centigrade for a maximum period of 24 hours'. 

(ii) Unit of granulocytes shall not be less than 1x10’° (I.e. 1x10 raised to 
the power of 10) when prepared on cell separator. 

(Hi) Group specific tests/HLA test wherever required shall be carried out. 

(4) FRESH FROZEN PLASMA : 

Plasma frozen within 6 hours after blood collection and stored at a 
temperature not warmer than minus 30 degree centigrade, shall be 
preserved for a period of not more than one year. 
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(5) CRYOPRECIPITATE 

Concentrate of anti-hemophiliac factor shall be prepared by thawing of 

the fresh plasma frozen stored at minus 30 degree centigrade- 

(a) Storage: 

Cryoprecipitate shall be preserved at a temperature not higher than 
minus 30 degree centigrade and may be preserved for a 
period of not more than one year from the date of collection. 

(b) Activity ; 

Anti-hemophiliac factor activity in the final product shall be not less 
than 80 units per bag. One percent of the total cryoprecipitate 
prepared shall be tested of which seventy five percent of the unit 
shall conform to the said specification. 

F. PLASMAPHERESIS, PLATELETPHERESIS, LEUCAPHERESIS USING A CELL 
SEPARATOR. 

An area of 10 square meters shall be provided for apheresis in the blood 

bank. 

The blood banks specifically permitted to undertake the said apheresis 
on the donor shall observe the criteria as specified in Item H relating to Criteria 
for blood donation under the heading “I. Blood Banks/Blood Components" 
of this Part. The written consent of the donor shall be taken and the 
donor must be explained, the hazards of apheresis The Medical Officer shall 
certify that donor Is fit for apheresis and it shall be carried out by a trained 
person under supervision of the Medical Officer 


(A) PLASMAPHERESIS. PLATELET PHERESIS AND LEUCAPHERESIS 

The donors subjected to plasmapheresis, plateletpheresis and 
leucopheresis shall, in addition to the criteria specified in item H relating to the 
CRITERIA FOR BLOOD DONATION, under the heading “I. BLOOD BANKS/ 
BLOOD COMPONENTS" of this Part being observed, be also subjected to protein 
estimation on post-pheresis/ first sitting whose results shall be taken as a reference 
for subsequent pheresis/sitting It shall also be necessary that the total plasma 
obtained from such donor and periodicity of Plasmapheresis shall be according to 
the standards described under validated Standard Operating Procedures. 

NOTE; 


(i) At least 48 hours must elapse between successive apheresis 
and not more than twice in a week. 

(ii) Extracoporeai blood volume shall not exceed 15% of donor’s 
estimated blood volume 

(iii) Platelet pheresis shall not be carried out on donors who have 
taken medication containing Asprin within 3 days prior to 
donation 
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(iv) If during plateietpheresis or leucapheresis, RBCs cannot be 
re-transfused then at least 12 weeks shall elapse before a 
second cytapheresis procedure is conducted. 

(C) MONITORING FOR APHERESIS 

Before starting apheresis procedure, hemoglobin or haematocrit shall be 
done Platelet count. WBC counts, differential count may be carried out 
In repeated plasmapheresis, the serum protein shall be 6 gm./100 ml. 

(D) COLLECTION OF PLASMA : 

The quantity of plasma separated from the blood of a donor shall not 
exceed 500 ml per sitting and once in a fortnight or shall not exceed 
1000 ml. per month. 

PART XII C 

1. REQUIREMENTS FOR MANUFACTURE OF BLOOD 
PRODUCTS 

The blood products shall be manufactured in a separate 
premises other than that meant for blood bank. The requirements that 
are essential for grant or renewal of licence to manufacture blood 
products such as Albumin, Plasma Protein Fraction, Immunoglobins and 
Coagulation Factor Concentrates, shall be as follows, namely > 

A. GENERAL REQUIREMENTS 

1 Location and surroundings, buildings and water supply 
The requirements as regards location and surrounding, buildings 
and water supply as contained in paragraphs 1.1 1, 1.1 2, 1.1 3 
of Part I of Schedule M shall apply mutatis mutandis to the 
manufacture of biood products 

2. Disposal of waste and infectious materials : 

(i) The requirement as regards disposal of waste and 
Infectious materials as contained In paragraph 1.1.4 of 
Part I of Schedule M shall apply mutatis mutandis to 
the manufacture of blood products. 

(ii) Proper facility shall also be provided for potentially 
infectious materials, particularly HIV I & HIV II, 

Hepatitis B through autoclaving, incineration or any 
other suitable validated methods. 

3. Health, clothing and sanitation of personnel. 

(I) The requirement as contained in paragraph 3 of Part I 
of Schedule M shall be complied with 

(ii) The personnel working in the manufacturing areas 
shall be vaccinated against Hepatitis B virus and other 
infectious transmitting diseases. 
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4 Requirements for manufacturing area for Blood 
Products. 

(i) For the manufacture of blood products, separate 
enclosed areas specifically designed for the purpose 
shall be provided These areas be provided with air 
locks for entry and shall be essentially dust free and 
ventilated with an air supply Air supply for 
manufacturing area shall be filtered through bacteria 
retaining filters ( HEPA Filters ) and shall be at a 
pressure higher than in the adjacent areas 

The filters .^hall Be checked for performance on 
installation and periodically thereafter, and records 
thereof shall be maintained 

(ii) Interior surfaces ( walls, floors and ceilings ) shall be 
smooth and free from cracks, they shall not s.hed matter 
and shall permit easy cleaning and disinfection. Drains 
shall be excluded from aseptic areas 

Routine microbial counts of the manufacturing area shall 
be carried out during manufacturing operations The 
results of such counts shall be checked against well 
documented in-house standards and records maintained 

Access to the manufacturing areas shall be restricted to 
a minimum number of authorised personnel. Special 
procedures for entering and leaving of the manufacturing 
areas shall be prominently displayed 

(iii) Sinks shall be excluded from aseptic areas. Any sink 
installed in other clean areas shall be of suitable material 
such as stainless steel, without an overflow, and be 
supplied with water of potable quality. Adequate 
precautions shall be taken to avoid contamination of the 
drainage system with dangerous effluents and airborne 
dissemination of pathogenic micro-organisms. 

(iv) Lighting, air-conditioning, ventilation shall be 
designed tc maintain a satisfactory temperature and 
relative humidity to minimise contamination and to take 
account of the comfort of personnels working with 
protective clothing. 

(v) Premises used for the manufacture of blood products 
shall be suitably designed and constructed to facilitate 
good sanitation. 

(vl) Premises shall be carefully maintained and it 
shall be ensured that repair and maintenance 
operations do not present any hazard to the quality of ‘ 
products. Premises shall be cleaned and, where 
applicable, disinfected according to detailed written 
validated procedures. 
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(vii) Adequate facilities and equipments shall be used for 
the manufacture of blood products derived from blood 
plasma, 

(viii) All containers of blood products, regardless of the 
stage of manufacture, shall be identified by securely 
attached labels Cross contamination shall be prevented 
by adoption of the following measures, namely 

(a) processing and filling shall be in segregated 
areas, 

(b) manufacture of different products at the same 
time shall be avoided, 

(c) simultaneous filling of the different products 
shall be avoided, 

(d) ensure transfer, containers/materials by 
means of airlocks, air extraction, clothing change 
and careful washing and decontamination of 
equipment; 

(e) protecting containers / materials against the 
risk of contamination caused by re-circulation of 
untreated air or by accidental re-entry of 
extracted air; 

(f) using containers that are sterilised or are of 
documented low "bioburden", 

(ix) Positive pressure area shall be dedicated to the 
processing area concerned; 

(x) Air-handling units shall be dedicated to the 
processing area concerned; 

(xi) Pipe work, valves and vent filters shall be properly 
designed to facilitate cleaning and sterlisation. Valves 
on fractionation / reacting vessels shall be completely 
steam-sterlisable. Air vent filters shall be hydrophobic 
and shall be validated for their designated use; 


5 Ancillary Areas: 

(i) Rest and refreshment rooms shall be separated from 
other areas. 

(ii) Facilities for changing and storing clothes and for 
washing and toilet purposes shall be easily accessible 
and appropriate for the number of users. Toilets shall 

not be connected directly with production or storage areas. 

(ill) Maintenance workshops shall be separated from 
production areas. Wherever parts and tools are stored in 
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the production area, they shall be kept in rooms or 
lockers reserved for that use 

(iv) Animal houses shall be well isolated from other areas, 
with separate entrance. 

B, COLLECTION AND STORAGE OF PLASMA FOR FRACTIONATION 

(a) Collectron: 

(1) Plasma shall be collected from the licensed Blood 
Banks through a cold chain process and stored in frozen 
condition not warmer than minus twenty degree 
centigrade. 

(2) Individual plasma shall remain in quarantine till it is 
tested for HBsAg, HIV I and HIV II. 

(3) A sample from pooled “ lot plasma of about 10-12 
units of different donors shall be tested for HBsAg, HIV I 
and HIV II and if the sample found negative, only then it 
shall be taken up for fractionation 

(b) Storage Area : 

(1) Storage areas shall be of sufficient space and 
capacity to allow orderly storage of the various 
categories of materials, intermediates, bulk and finished 
products, products in quarantine, released, rejected, 
returned, or recalled products 

(2) Storage areas shall be designed or adopted to 
ensure good storage conditions. In particular, they shall 
be clean, dry and maintained within temperature 
required for such storage and where special storage 
conditions are required ( e g, temperature, humidity ), 
these shall be provided, checked and monitored. 

(3) Receiving and dispatch bays shall protect materials 
and products from the weather and shall be designed 
and equipped to allow containers of incoming materials 
to be cleaned, if necessary, before storage. 


(4) Where quarantine status is ensured by storage in 
separate areas, these areas shall be clearly marked and 
their access restricted only to authorised personnel. 

(5) There shall be separate sampling area for raw 
materials. If sampling is performed in the storage area, 
it shall be conducted in such a way so as to prevent 
contamination or cross-contamination. 

(6) Segregation shall be provided for the storage of 
rejected, recalled, or returned materials or products. 
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(7) Adequate facility shall be provided for supply of 
ancillary material, such as ethanol, water, salts and 
polyethylene glycol. Separate facilities shall be provided 
for the recovery of organic solvents used in 
fractionation 

C PERSONNEL, 

(1) Manufacture . 

The manufacture of blood products shall be conducted 
under the active direction and personal supervision of 
competent technical staff, consisting of at least one 
person wfiO shall be a whole time employee, with one 
year practical experience in the manufacture of blood 
products / plasma fractionation and possesses -- 

(a) Post-graduate degree in Medicine - M D. 
(Microbiology/ Pathology / Bacteriology / Immunology / 
Biochemistry), or 

(b) Post-graduate degree in Science (Microbiology) ; or 
(c) Post-graduate degree in Pharmacy (Microbiology), 

from a recognised University or Institution 


2. Testing 

The head of the testing unit shall be Independent of the 
manufacturing unit and testing shall be conducted under 
the active direction and personal supervision of 
competent technical staff consisting at least or^e person 
who shall be a whole time employee. The Head of the 
testing unit shall have eighteen months practical 
experience in the testing of drugs, especially the blood 
products and possesses -- 

(a) Post-graduate degree in Pharmacy or Science - 
(Chemistry/Microbiology/Bio-chemistry); or 

(b) Post-graduate degree in Medicine - M.D 
(Microbiology /Pathology / Biochemistry), 

from a recognised University or Institution. 

D. PRODUCTION CONTROL : 

(1) The production area and the viral inactivation room shall 
be centrally air-conditioned and fitted with HEPA Filters 
having Grade C (Class 10,000) environment as given in 
the Table below, 

(2) The filling and sealing shall be carried out under aseptic 
conditions in centrally air-conditioned areas fitted with 
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HEPA Filters having Grade A or, as the case may 
be, grade B (Class 100) environment given in the said 
Table 

TABLE 

AIR CLASSIFICATION SYSTEM FOR MANUFACTURE OF 
STERILE PRODUCTS 

Maximum number of particles permitted per 



MAXIMUM NUMBER OF 
PARTICLES PERMITTED 

PER 

MAXIMUM NUMBER OF VIABLE 
MICROORGANISM PERMITTED PER 

GRADE 

0 5-5 micron 

Less than 5 
micron 


A (Class 100) 

(Laminar - Airflow 
workstation) 

3500 

None 

Less than 1 

B (Class 100) 

3500 

None 

Less than 5 

C(Class 10000) 

3,50,000 

2,000 

Less than 100 


(3) The physical and chemical operations used for the 
manufacture of plasma fractionation shall maintain high 
yield of safe and effective protein 

(4) The fractionation procedure used shall give a good yield 
of products meeting the in-house quality requirements 
as approved by the Licensing Authority and Central 
Licence Approving Authority reducing the risk of 
microbiological contamination and protein denaturation 
to the minimum. 

(5) The procedure adopted shall not affect the antibody 
activity and biological half-life or biological 
characteristics of the products 

E VIRAL INACTIVATION PROCESS 

The procedure used by the licensee to inactivate the 
pathogenic organisms such as enveloped and non-enveloped 
virus, especially infectivity from HIV I & HIV II, Hepatitis B surface 
antigens, the viral inactivation and validation methods adopted by 
the licensee, shall be submitted for approval to the Licensing 
Authority and Central Licence Approving Authority, 

NOTE S 

(1) No preservative ( except stabiliser to prevent - protein 
denaturation such as glycine, soditjm chloride or sodium 
caprylate) shall be added to Albumin, Plasma Protein 
Fraction, Intravenous Immunoglobulins or Coagulation 
Factor Concentrates without the prior approval of 
Licensing Authority and Central Licence Approving 
Authority. 
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(2) The licensee shall ensure that the said stabilisers do 
not have deleterial effect on the final product in the 
quantity present so as not to cause any untoward or 
adverse reaction in human beings. 

F QUALITY CONTROL 

Separate facilities shall be provided for Quality Control 
such as Hematological, Bio-chemical, Physico-chemical, 
Microbiological, Pyrogens, Instrumental and Safety 
testing The Quality Control Department shall have inter 
alia the following principal duties, namely:- 

(1) To prepare detailed instructions, in writing for 
carrying out test and analysis. 

(2) To approve or reject raw material, components, 
containers, closures, in-process materials, packaging 
material, labeling and finished products. 

(3) To release or reject batch of finished products which 
are ready for distribution. 

(4) To evaluate the adequacy of the conditions under 
which raw materials, semi-finished products and finished 
products are stored 

(5) To evaluate the quality and stability of finished 
products and when necessary of raw materials and 
semi-finished products 

(6) To review production records to ensure that no errors 
have occurred or if errors have occurred that they have 
been fully investigated 

(7) To approve or reject all procedures or specifications 
impacting on the identity, strength, quality and purity of 
the product, 

(8) To establish shelf-life and storage requirements on 
the basis of stability tests related to storage conditions. 

(9) To establish and when necessary revise, control 
procedures and specifications 

(10) To review complaints, recalls, returned or salvaged 
products and investigations conducted thereunder for 
each product. 

(11) To review Master Formula Records/Cards 
periodically. 
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G TESTING OF BLOOD PRODUCTS 

The products manufactured shall conform to the 
standards specified in the Indian Pharmacopoeia and where 
standard of any product is not specified in the Pharmacopoeia, 
the standard for such product shall conform to the standard 
specified in the United States Pharmacopoeia or the British 
Pharmacopoeia The final products shall be tested for freedom 
from HIV I and HIV II antibodies, Hepatitis B surface antigen 

H STORAGE OF FINISHED PRODUCT ; 

(i) The final products shall be stored between two 
degree centigrade to eight degree centigrade, 
unless otherwise specified by the Central Licence 
Approving Authority, 

(ii) The shelf-life assigned to the products by the 
licensee shall be submitted for approval to the 
Licensing Authority and Central Licence Approving 
Authority, 

I LABELLING ' 

The products manufactured shall be labeled as specified in the 
Indian Pharmacopoeia, the British Pharmacopoeia or the United 
States Pharmacopoeia which shall be in addition to any other 
requirement stated under Part IX or Part X of these rules The 
labels shall indicate the results of tests for Hepatitis B surface 
antigen, freedom from HIV I and HIV II antibodies. 

J, RECORDS: 

The licensee shall maintain records as per Schedule U and also 
corinply with Batch manufacturing records as specified in 
Paragraph 9 of Part I of Schedule M and any other requirement 
as may be directed by Licensing Authority and Central Licence 
Approving Authority. 


K MASTER FORMULA RECORDS : 

The licensee shall maintain Master Formula Records relating to 
all manufacturing and quality control procedures for each 
product, which shall be prepared and endorsed by the competent 
Technical Staff, i e , Head of the manufacturing unit. The Master 
Formula Records shall contain - 

(i) the patent or proprietary name of the product alongwith the 
generic name, it any, strength and the dosage form; 


(Ii) a description or identification of the final containers, 
packaging materials, labels and closures to be used; 



['IFTII—^raTO3(i)] 




65 


(iii) the identity, quantity and quality of each raw material to be 
used irrespective of whether or not it appears In the finished 
product. The permissible overage that may be included In a 
formulated batch shall be indicated; 

(iv) a description of all vessels and equipments and the sizes 
used In the process; 

(v) manufactpiing and control instructions along with parameters 
for critical steps such as mixing, drying, blending, sieving and 
steriiislng the product; 

(vi) the theoretical yield to be expected from the formulation at 
different stages of manufacture and permissible yield limits; 

(vii) detailed instructions on precautions to be taken in the 
manufacture and storage of drugs and of semi-finished products; 
and 

(viii) the requirements In-process quality control tests and 
analysis to be carried out during each stage of manufacture 
including the designation of persons or departments responsible 
for the execution of such tests and analysis. 

11. REQUIREMENTS FOR MANUFACTURE OF BLOOD 
PRODUCTS FROM BULK FINISHED PRODUCTS 

Where the blood products, such as Albumin, Plasma Protein Fraction, 
Immunoglobuliris and Coagulation Factor Concentrates are 
manufactured through the manufacturing activities of filling and sealing 
the blood products from bulk powder or solution or both, the requirements 
as they apply to the manufacture of blood products from whole blood 
shall apply mutatis mutandis to such manufacture of blood products, 
unless other requirements have been approved by the Central Licence 
Approving Authority, 


[No,X-l 10 14/1/97-DMS&PFA] 
DEEPAK GUPTA, Jt. Secy.' 


Foot Note: 

The Drugs and Cosmetics Rules, 1945 as amended upto 1.5.1979 Is contained 
in the publication of the Ministry of Health and Family Welfare(Department of 
Health) containing the Drugs and Cosmetics Act. 1940 and the Rules (P DGHS- 
61) and last amended vide GSR 667 (E) dated 
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